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Foreword 
By 

Hilton P. Settle and Doug/as A. Anderson 

U.S. Market for Natural and Organic Foods 

On December 20, 2000, the USDA established the final ruling and standards nIg8Ilfmg the 
new National Organic Program (NOP). In a press release, Sea'efary of Agricu/tLI"e, Dan 
GrlCkman, stated, "This is the strongest and most comprehensive orgallic standard in the 
wor1d. For consumers who want to buy organic foods, the standards ensure that they can be 
confident in knowing what they are buying. For farmers, these standards create de.
guidelines on how to take advantage of the exploding demand for organic produds. And for 
the organic industry, these standards provide an important marketing tool to help boost 
exports since nomg partners will now deal with only one national standard rather then 
multiple state and private standards. I have said all along that we would create national 
organic standards that farmers, consumers and the organic industry will embrace, and I think 
we have done just that" 

EssentiaHy, the new organic standard offers a national definition for the term "organic.. n 
details the methods, practices and substances that can be used in producing and handling 
organic crops and livestock, as weD as processed producls. It establishes de.- OIganic 
labeling criteria, and specificeHy prohibits the use of genetic engineering methods, iOIllzlrlll 
radiation, and sewage sludge for fartilization. All agricultural producls labeled organic must 
originate from farms or handling operations certified by a state or private agency ac:credited 
by USDA. 

The final USDA standard for the new National Organic Program includes several changes 
from the proposed rule issued in March 2000: 

• For a product to be labeled "Made With Organic IngredIenIII", its ingredienIs must 
now be 70 percent organic, as opposed to the 50 percent minimum propcsed i1 the 
March version of the rule. This change will be an Important step i1 faGililalillll 
international trade. as the 70 percent threshold is consistent with the standard used 
in the European Union, our top organic export marl<8t. 

• "Commercial availability provisions" have been added, which requ/Ie handlers to ... 
organic ingredients in organic producls whenever possible. In other won:Is, Ws no 
longer enough for a product labeled "OIganic" to have at least 95 pen:ent 0IQ8i lie 
ingredients. Now, on top of thet. lis remaining ingl8dients must also be organic. if 
that's possible given what's available in the marketplace. 

• Handlers are now allowed to post their products' exact percentage of organic confant 
on the primary display label. The idea here is that the abIIty to boast a r.pec:ific 
number will encourage more folks to use more organic ingredients. 

Consumers will begin to see new organic labeling on products In their local grocery str:.na by 
the summer of 2001. with fuU implementation by mid-2002. 

This final rule establishas the National Organic Program (HOP or program) WIder the 
direction of the Agricultural Marketing Service (AMS), an arm of the United States 
Department of Agriculture (USDA). This national program will facilitate domestic and 
international marketing of fresh and processed food that is organically produced and assure 
consumers that such products meet consistent, uniform standards. This progIam astablishas 
national standards for the production and handling of organicaHy produced products. 
induding a National Ust of substances approved for and prohibited from use in organic 
production and handling. This final rule establishes a national-level accreditation progi8l'll to 



November 1998 by the Organic Trade Association (OTA). The rernaInlng 7 percent was 
divided between clubI'discount and foodservice outlets. 

The aforementioned survey by OTA was itS first-ever "ManufacturanI Market Suntey". and 
used data collected from 56 manufacturers of organic products. The study showed 
impressive double-digit progress in nearly every product category. 

In addition. the healthy growth in this sector Is prompting several large food oorporaIions to 
introduce and heavily promote new organic food products. A recent example of this is the 
launch by General Mills of itS new Sunrise Organic Cereal in March 1999. accompanied by 
itS largest-ever sampling, advertising and marketing budget of $15-20 million. This filing 
U.S. demand for organic foods was also reflected in numerous inquiries received from U.S. 
importers for various organic food products from Egypt 

This new National Organic Program (NOP) administered by USDA is also • marketing 
opportunity for Egyptian producers and exporters of certified organic foods. Our contacta 
with the U.s. trade have produced a strong interest in organic olives, olive 01, froz8n 
vegetables, herbs and spices, and ALEB should provide assistance to Egyptian exporters in 
receiving the required certification in order to effectively promote their organic products in the 
U.S. market 

It is highly recommended that ALEB work with qualified Egyptian institution(S} to rec:eive the 
appropriate accreditation of certifying &gent(s) in Egypt. This would then enable these 
Egyptian producers and exporters to label and market their food products in the U.s. as 
organic products, as specified in the NOP standalds and regulations. The full text of this new 
ruling and standards, including six (6) short 1·2 page AMS Fad Sheets summarizing key 
points of the new National Organic Program appear in this volume of the United States 
Industly Rapid Analysis. An Application for Accracfllation to USDA's National OIga1lic 
Program is also included as Appendix 10 in this publication (page 273). 

ill 
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AppendIx 1 

AMS Fact Sheet 

National Organic Program Overview 

The Organic Foods Production Ad (OFPA) of 1990, adopted as part of the 1990 Farm Bill, 
requires USDA to develop national standards for organically produced agricultural products 
to assure consumers that agriculturel products marketed as organic: meet consistent, uniform 
standards. The OFPA and the National Organic: Program (NaP) l1Iquire that agricultural 
products labeled as organic originate from farms or handling opeIalions certified by 8 S1aI8 
or private agency that has been accred"rIed by the U.S. Depal1ment of Agriculture (USOA). 

The NOP is 8 marketing program housed within the USDA Agricullurel Marketing Ser.rice, 
the agency that sets marketing standards. Neither the OFPA nor these final regulations 
addrass food safety or nutrition. 

How the National Organic Program was developed 
The OFPA requires USDA to develop national organic: standards and eslablish an OIg8111c 
CEIftificatiOn program based on recommendations of a 15-member National 0IganIc 
Slandards Board (NOSa). 

In addition to NOSB recommandations, USDA reviewed S1aI8, private and fonIign organic 
CEIftificatiOn programs to help formulate these regulations. The finaJ regulations are similar to 
most of the slandards organic: producers and handlers currently usa, and are intended to be 
flexible enough to accommodate the wide range of operations and products grown and 
raised in every region of the United Slates. 

In December 1997. USDA published a proposed rule and received 275.603 public 
comments, explaining why and how the rule should be rewritten. A revised proposal was 
published in March 2000. An additional 4O,n4 comments were received, many of which 
were incorporated into the final rule. 

What. in the final rule? 
The finaJ regulation prohibits the usa of genetic engineering (Included in excluded methods), 
ionizing radiation, and sewage sludge. The rule includes the following: 

ProductIon and handling requirements, which acIdrass organic crop production. wid etop 
harvesting, organic: livestock management, and processing and handling of organic 
agricultural products. The National Ust of AIowed Synthetic and Prohibited Non-Synthetic 
Substances is aiso included. labeling l1Iquirernents for organic products, along with 
compliance, testing. fee. and SIaIe program approvall1lquirements. including C8ItIIIc:ation 
and recoId keeping requirements, accredltation requirements for recetlling and maillta/ning 
accreditation. as wen as l1Iquirernents for foreign accreditation. 0Iher administrative 
functions of 1he NOP, which include evaluation of foreign organic: certification programs, are 
also included. 

What. changed In the final regulation? 
• We increased the minimum percenlage of organic ingA!ldlants in products labeled "Made 

with Organic Ingredients" from 50 pen:ent to 70 percent 
• We adopted 5 percent of the Environmental ProtectIon Agency's pesticide residue 

tolerance as the pesticide residue compliance threshold. 
• We allowed wina containing sulfites to be labeled "Made with Organic: Grapes.· 
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• We adjusted the organic feed requirements for dairy herds when a producer converts the 
entire herd to organic production as a single, one-time event. 

• We minimized the burden on small farmers through a change in the composting 
standards. 

• We redesigned the USDA Organic Seal to minimize consumer confusion. 
• We made clear that use of ionizing radiation, sewage sludge, and exduded methods are 

prohibited throughout organic production and handling. The rule does allow one potential 
exception for use of animal vaccines produced using exduded methods, but only if they 
are first specifically recommended by the NOSS and approved by the Secretary, subject 
to notice and comment rulemaking. 

• We established a peer review process, which will annually evaluate the NOP's 
accreditation decisions and adherence to accreditation procedures. 

• We added commercial availability provisions that require handlers to use organic 
ingredients In "organiC" products whenever possible. 

• We established new requirements for the labeling of organic livestock feed products. 
• We allowed handlers to designate on the principal display panel the exact percentage of 

organic content of their product. 

This final rule becomes effective 60 days after its publication in the Federal Register and will 
be fully implemented 18 months after its effective date. Eighteen months after the effective 
date, all agricultural products that are sold, labeled, or represented as organic must be in 
compliance with these regulations. The USDA Seal may not be affixed to any "100 percent 
organic," or ·organic," product until 18 months after the final rule's effective date. Farms and 
handling operations that sell less than $5,000 annually of organic agricultural products are 
exempt from certification. These producers and handlers, while exempt from certification and 
the preparation of an organic plan, must comply with all other national standards for organic 
products and may label their products as organic. 

December 2000 
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Appendix 2 

AMS Fact Sheet 

Organic Production and Handling Stand .... 

The National Organic Program (NOP) final rule contains regulations that wi! ensure that 
organically labeled products meet consistent national standards. 

What agricultural operations are affected by the standa"" 
Any farm, wild crop harvesting, or handling operation that wants to sell an agriaJItunIII 
product as organically produced must adhere to the national organic standards. Handling 
operations include processors, manulacturers, and repackers of organic producIs.. These 
requirements include operating under an organic system plan approved by an acaedited 
certifying agent and using materials in accordance with the National Ust of Allowed Synthetic 
and Prohibited Non-Synthetic Substances. Operations that sen less than $5,000 a year in 
organic agricuHural products are exempted from certification and preparing an organic 
system plan, but they must operata in compliance with these regulations and may label 
products as organic. Retail food establishments that sen organically produced agricuIIuraI 
products but do not process them are also exempt from certification. 

Standards apply to production process 
The national organic standards address the methods, pradIc:es, and substances used in 
producing and handling crops, livestock, and processed agricultural products The 
requirements apply to the way the product is created, not to measurable properties of the 
product itself. Although specific practices and materials used by organic opetatioi'ls may 
varY, the standards require everv aspect of organic production and handling to comply with 
the provisions of the Organic Foods Production Act (OFPA). Organically produced food 
cannot be produced using excluded methods, sewage sludge. or ionizing radiatior" .. 

Crop standa'" 
The organic crop production standards say that 
Land wII have no prohibited substances applied to It for at least 3 years before the haMtat 
of an organic crop. The use of genetic angineering [mctuded In excluded methods), lOUD", 
radiation and sewage sludge is prohibited. Soil fertility and crop nutrients wII be managed 
through tilage and cultivation practices, crop rotations, and cover crops, supplemented with 
animal and crop waste materials and allowed synthetic materials. 

Preference wi! be given to the use of organic seeds and other planting stock, but a ra ... 
may use non-organic seeds and planting stock under spec:IIied conditions.. Crop pests. 
weeds, and diseases wII be COIlbolled primarily through management practices including 
physical, mechanical, and biological controls. When these pradIc:es are not suftk:ient, a 
biological. botanical, or synthetic substance approved for use on the National Ust may be 
used. 

Uvestoc:k stancNi ... 
These standards apply to animals used for meat, milk, eggs. and other animal pnI(fIlCts 
represented as organically produced. 

The livestock standards say that 
Animals for slaughter must be raised under organic management f1'Om the last ttWd of 
gestation, or no later than the second day of life for poultry. Producers are required to feed 
livestock agricultural feed products that are 100 percent organic. but may also provide 
allowed vitamin and mineral supplements. A '_A Producers may convert an entire, distinct 
dairy herd to organic production by providing 80 percent organically produced feed for 9 
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months, followed by :3 months of 100 percent organically produced feed. Organically raised 
animals may not be given hormones to promote growth, or antibiotics for any reason. A '_A 
Preventive management practices, including the use of vaccines, will be used to keep 
animals healthy. Producers are prohibited from withholding treatment from a sick or injured 
animal; however, animals treated with a prohibited medication may not be sold as organic. 
All organically raised animals must have access to the outdoors, including access to pasture 
for ruminants. They may be temporarily confined only for reasons of health, safety, and the 
animal's stage of production, or to protect soil or water quality. 

Handling standards 
The handling standards say that: 
All non-agricultural ingredients, whether synthetic or non-synthetic, must be included on the 
National List of Allowed Synthetic and Prohibited Non-Synthetic Substances. Handlers must 
prevent the commingling of organic with non-organic products and protect organic products 
from contact with prohibited substances. In a processed product labeled as "organic," all 
agricultural ingredients must be organically produced, unless the ingredient(s) is not 
commercially available in organic form. 

December 2000 
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Appendix 3 

AMS Fact Sheet 

Certlftcatlon 

The U.S. Department of Agriculture (USDA) wi! accredit State, private, and fonIign 
organizations or persons to become "c:eltifying agents.' Certifying agents wiI certify that 
production and handling practices meet the national standards. 

Who needs to be certified? 
Operations or portions of operations that produce or handle agrk:uIIural producIs that are 
intended to be sold, labeled, or represented as "100 percent 0Iganic. " "organic," or "made 
with organic ingredients" or food group(s). 

Who does NOT need to be certified? 
1) Fanns and handling opeIalions that seliess than $5,000 a year In organic agricuILnI 
products: although exempt from certification, these producers and handlers must abide by 
the national standards for organic products and may label their producIs as organic. 2) 
Handlers, including final retailers that do not process or repackage products; 3) Handlers 
that only handle products with less than 70 percent organic ingredients: a handling operation 
or portion of an operation that is a retail food establishment that processes or pt8p8l'8S, on 
the premises of the establishment, raw and ready-to-eat food labeled organic; 4) A handling 
operation that chooses to use the word organic only on the information panel; 5) A handling 
operation that handles products that are packaged or otherwise enclosed In a COl ItaillIIr prior 
to being received by the operation and remain in the same package. 

How win farmers and handlers become certified? 
An apprtcant will submit specific infonnation to an accreditad certifying agent. Infonnation wiI 
include: 
• Type of operation. History of substances applied to land for the previous 3 yaanI. 

Organic products being grown, raised, or processed. Applicant's organic plan, which 
indudes practices and substances used in production. The organic plan also must 
describe the monitoring practices to be performed to verify that the plan is elfeclMtly 
implemented, the record-keeping system, and the practices to prevent commingling of 
organic and non-organlc products and to prevent contact of products with prohibited 
substances. 

• Applicants for certification will have to keep accurate post-certiflcat/on IVCOIds for 5,.... 
concerning the production, harvesting, and handling of agricultural products that are to 
be sold as organic. 

These records should document that the operation is in compliance with the regulations and 
verify the information provided to the c:eltifying agent. Access to these records must be 
provided to authorized representatives of USDA, induding the certifying agent. 

Inspectton and certlftcation process 
Certifying agents will review apprlClJ\ions for certification eligibility. A cp I8IIfied InspeclDr wiI 
conduct an on-site inspection of the applicant's operation. InspedionS wlI be scheduled 
whan the inspeclDr can observe the practices used to produce or handle organic products 
and talk to someone knowledgeable about the operation. 

The certifying agent wi! review the information submitted by the applicant and the 
inspector's report. If this information shows that the applicant Is complying with the relav. d 
standards and requirements, the certifying agent will grant certification and issue a 
certificata. Certification will remain in effect until tenninated, either voluntarily or through the 
enforcement process. 
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Annual inspections will be conducted of each certified operation, and updates of information 
will be provided annually to the certifying agent in advance of conducting these inspections. 
Certifying agents must be notified by a producer immediately of any changes affecting an 
operation's compliance with the regulations, such as application of a prohibited pesticide to a 
field. 

Compliance review and enforcement measures 
The rule will permit USDA or the certifying agent to conduct unannounced inspections at any 
time to adequately enforce the regulations. The Organic Foods Production Act also requires 
that residue tests be performed to help in enforcement of the regulations. Certifying agents 
and USDA will conduct residue tests of organically produced products when there is reason 
to believe that they have been contaminated with prohibited substances. If any detectable 
residues are present an investigation will be conducted to determine their source. 

December 2000 
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Appendix 4 

AMS Fact SMet 

Certifying Agent Accreditation and Equivalency 01 Imported Products 

The Organic Foods Production Ad of 1990 (OFPA) direcIs the U.S. Department of 
AgricuHure (USDA) to accredit certifying agents so they can certify I1aI producers and 
handlers representing their products as organic have comprl8d with USDA regulations. 

USDA's accreditation program estabUshes requirements an applicant must meet In order to 
become an accredited organic certifying agent. and proc:edunIs and requIraments to 
maintain accreditation. The program is designed to ens .... that all organic certifying agents 
ad consistently and impartially. There are nearly 50 privata and State organic C8ItiI'icaIion 
programs in the United States, some of which have existed for 20 years 01' more. Most are 
expected to apply for USDA ac:crealtation. 

Applicants for accreditation must: 
• Employ personnel, incIucfmg inspeclonl, who have suIftcient experience and trailillg In 

organic production and handUng to carry out C8ItiI'icaIion activities. 
• Demonstrate their ability to certify organic producers and/or handlers; maintain proper 

record$; adequately communicate with producers, handlers, and the pubic; and 
communicate with USDA about decisions made. 

• Prevent conflicts of Interest and maintain strict confidentiality. 
• AppUcants granted accreditation must conduct annual performance appraisals of lheIr 

inspectors and other personnel involved in the certification process, and have an annual 
program evaluallon of their certification activities. 

Ac:aedllation process 
Certifying agents will apply for acaeditaliOt'l to the Administrator of the Agricultural Matkelitlg 
Service. Applicants will sign and retum a statement of agreement prepared by the 
Administrator. USDA will evaluate the application to ensure that the certifying agent can 
comply with the NOP requirements, inducling a site evaluation at the appflCant's place 01 
business. The site evaluator's report will be reviewed by USDA staff. A peer re¥iew panel wiI 
annually evaluate the NOPs accreditation decisions and adherence to acaeclltalitwl 
procedures. Accreditation wiD be for 5 years. Application$ for r1IfI8\TJaI 01 ac:c:i1IdItatiOl'l are 
due 6 months prior to expiration of the accreditation. Certifying agents wiI submit to USDA 
annual updates on their C8ItiI'icaIion aclivilies. USDA will conduct one 01' more site 
evaluations during the period of accreditation to determine compliance with the OFPA and 
NOPregulationa. 

Equivalency 0I1mporled products 
The OFPA requires USDA to re¥iewthe certification programs under which imported OIganic 
products are produced to ansure that they meet the requirements of the National OrganIc 
Program (NOP). Certifyirlg agents operating in foreign countries may apply for USDA 
accreditation. Foreign appUcants will be evaluated based on the same criI8ria as domestic 
certifying agents. 

In lieu of USDA accreditation, a foreign certifying agent may: 
• Receive recognition when USDA has determined, upon the request 01 a foreign 

government. that the foreign certifying agent's government auIhority is able to assass 
and accredit certifying agents as meeting the requirements of the NOP; 01' 
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• Receive recognition as meeting requirements equivalent to the requirements of the NOP 
under an equivalency agreement negotiated between the United States and the foreign 
government. 

Once accreditation or recognition is granted, organic product produced under the oversight 
of the certifying agent or foreign government will be eligible to be imported into this country 
and labeled as organic. 

December 2000 
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Appendix! 

AMS Fact Sheet 

labeling and Marketing Information 

The Organic Foods Production Act and the National Organic Program (HOP) are Intended to 
assure consumers that the organic foods they purchase are produced, processed, and 
certified to consiStent national organic standards. The labeling requirements of the new 
program apply to raw, fresh products and processed foods that contain organic ingrecIienI:s. 
Foods that are sold, labeled, or represented as organic will have to be produced and 
processed in accordance with the HOP standards. 

Except for operations whose gross agricultural income from organic sales totals $5,000 or 
less, farm and processing operations that grow and process organic foods must be certified 
by USDA-accredited certifying agents. A certified operation may label lis products or 
ingredients as organic and may use the "USDA Organic" seal. 

Labeling requirements are based on the percentsge of organic ingredients in a 
product. 
• Foods labeled "100 percent organic" and "organic" 
• Products labeled as "100 percent organic" must contain (excluding waI8r and satt) only 

organicaly produced ingredients. 
• Products labelad "organic· must consist of at faast 95 percent organicaly produced 

ingredients (excluding water and salt). Any remaining product Ingredients must consist of 
nonagricultural substances approved on the National Ust or norHlrganicaly produced 
agricultural products that are not commercially available in organic form. 

• Products meeting the requirements for "100 percent organic" and -organic" may display 
these terms and the percentage of organic content on their principal display panel. 

• The USDA seal and the seal or mark of Involved certifying agents may appe .. on 
product packages and in advertisements. 

• Foods labeled "100 percent organic" and "organic" cannot be produced using excluded 
methods, sewage sludge, or ionizing radiation. 

• Processed products labeled -made with organic ingrecfrents" 
• Processed products that contein at least 70 percent organic ing.edienIs can use the 

phrase ·made with organic ingredients" and list up to three of the organic ingredients or 
food groups on the principal display panel. For example, soup made with at Jeast 70 
pen:ent organic ingrecfrents and only organic vegetablas may be labeled either "soup 
made with organic peas, potatoes. and carrots,· or "soup made with organic vegetables." 

• Processed products labeled -made with organic ingredients" caili10l be produced using 
excluded methods, sewage sludge, or Ionizing radiation. 

• The percentage of organic content and the certifying agent seal or mark may be used on 
the principal display panel. ~. the USDA seal cannot be used ai1)'Where on the 
package. 

• Processed products that COI., less than 70 percent organic ingredients 
• These products cannot use the term organic anywhere on the principal display panel. 

However, they may identify the specific ingredients that are organicaly produced on the 
ingredients statement on the information panel. 

Other labeling provisions 
• Any product labeled as organic must identify each organicaly produced ingIedieI'It In the 

ingredient statement on the information panel. 
• The name and address of the certifying agent of the final product must be displayed on 

the information panel. 
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• There are no restrictions in this final rule on use of other truthful labeling claims such as 
Dno drugs or growth hormones used," "free range," or "sustainably harvested." 

PenaHies for misuse of labels 
A civil penalty of up to $10,000 can be levied on any person who knowingly sells or labels as 
organic a product that is not produced and handled in accordance with the Natlonal Organic 
Program's regulatlons. 

When the new regulations become effective, organic farmers and handlers will have 18 
months to adjust their growing and processing operatlons and revise their product labels to 
conform to the new standards. 

December 2000 
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Appendix. 

AMS Fact Sheet 
State Organic Programs 

The Organic Foods Production Act of 1990 (OFPA) authorizes the Secretary of AgriaJIItn to 
approve State organic programs that are consistent with the national organic standards and 
regulations established under the OFPA. Under USDA's National Organic ProgIam (NOP), a 
State government may request the Secretary to approve its State organic program. Once a 
State's requested organic requirements are approved by the Secref8ly, those requiemenls 
become the NOP requirements for organic producers, handlers, and certifying agents 
operating in the State. 

What criteria muat a State organic program meet to be approwcl by the s. c,.iY? 
Under the NOP fina/ rule, a State's organic requirements cannot be less res1ricIIva than NOP 
requirements. State organic programs can have more restrictlve requirements than the NOP. 
These more restrictive organic requirements will be approved by the Secretary only if those 
requirements are found to be necessary in light of a particular environmental condition or 
unique production or handling practice in the State or a particular area of the Stale. For 
instance, a State may request approval of adcfltional restrictions to protect a sensitive 
watershed. A State's more restrictive standards cannot be apprled to production and 
handling activities outside its jurisdiction. FmaIIy, a State's more restrictive requirements 
cannot be used to discriminate against organic products produced in other States. 

Muat a State assume responsibilities for administration of lis State organic progrlIIII"I 
Yes. The governing State official of a State organic program must agree to administer the 
NOP program, inclucfll'lg any approved more restrictive State requirements. The State's 
organic program wiD oversee certified organic producers and handlers In the State to asan 
that they are operating in compliance with the Nap. Working with certifying agents, the State 
organic program wiD administer anforcement and appeal procedures to make 11ft aI 
certified organic operations are in compliance with HOP and State requirements. However, 
only the HOP wiD exerase compliance authority over accrecfded eertifylng agents opeiating 
In the State. 

States may also edmlnister other organic programs outside the jurlsdic:lioil of the OFPA, 
such as research and promotion programs. tax incentives. or transition assistance for 
organic producers within the State. Such projects will not be IUbject to the Seaelafs 
approval. provided they do not conflict with the genend requirements of the Act. 

What happens If a State doesn't have a State organic progIam"l 
In States with no approved State organic program, USDA will edmnililnilistel!dar- and e .. bee the 
requirements of the NOP. USDA will monitor any State, private, and fonIign certifying agents 
operating within the State to assure compliance with the national program. 

What steps are followed to implement a State organic program? 
States with established organic programs and States that intend to establish a new organic 
program must submit an application to the Secretary for the approval of their State organic 
program. The request for approval must describe the State organic program and provide 
justification statements on any more restrictive requirements requested by the State. Once 
approved, the State organic program, including any additional requirements, becomes the 
NOP for that State. The State also must agree to administer the State's additioilal 
requirements and NOP requirements in the State. ExIsting and new State organic progIamI 
should be approved and operating when the NOP is implemented, 18 months after the final 
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rule becomes effective. The Secretary will review requests to amend an approved State 
program, and will review the State organic program at least once every 5 years. 

December 2000 
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Appendix 7 

Final Ruling and Standards Regarding USDA's NatIonal Organic Pn:.gnun (HOP) 

DEPARTMENT OF AGRICULTURE 
Agricultural Marketing Service 
7 CFR Part 206 
[Docket Number: TMD-OO-02-FRJ 
R1N: 0581-AA40 
National Organic Program 
AGENCY: Agricultural Marketing ServIce, USDA. 

ACTION: FlIlal Rule with request for comments. 

SUMMARY: This final rule establishes the National Organic Program (HOP or program) 
under the direction of the Agricultural Marketing Service (AMS). an arm of the UnIIed States 
Department of Agriculture (USDA). This national program wiR faa1itate dornedc 8'1d 
intemational marketing of fresh and processed food that is organicaly produced and 8SSI.I'8 
consumers that such products meat consistent. uniform standards. This program establishes 
national standards for the production and handling of organically PfOduced produclS, 
including a National Ust of substances approved for and prohibited from use in organic 
production and handling. This final rule establishes a nationa~veI acaeditalio.1 program to 
be administered by AMS for Stale officials and privata persons who want to be acaedited as 
certifying agents. Under the program. cerllfying agents wiR certify production and handing 
operations in compliance with the requirements of this regulation and initiate c:ompIiance 
actions to enforce program requirements. The final rule includes requiranlEllltS for labeling 
products as organic and containing organic Ingredients. This final rule also provides for 
importation of organic agricultural products from foreign programs determined to have 
equivalent organic program requirements. This program is authorized under the OrganIc 
Foods ProducUon Act of 1990, as amended. 

EFFECTIVE DATE: This rule becomes effecIive [60 days after publication in the Federal 
Register]. 
Comments: Comments on specifiad aspects of the final regulations must be submitted on or 
before [90 days after publication in the Federal RegIsterJ. 

ADDRESSES: Intarested persons are invited to submit wrIttan comnlEllltS on specIied 
aspects of the final regulation to: Keith Jones. Program Manager. National OrganIc Progia.n, 
USDA-AMS-TMP·NOP, Room 2945-80 •• Ag Stop 0275. P.O. Box 96458. Washing\Ion. DC 
2<XI9O-&456. Comments may also be filed via the Intamat through the National OrganIc 
ProgRIm's homepage at _.ams.usda.govlnop. Written comments on speclr.ed aspects of 
the final regulations should be identified with the docket numberTMl).()().02-FR. To faciIiIata 
the timaIy scenning and posting of comments to the NOP homepage. rnulUpie page 
comments submitted by regular mail should not be stapled or clipped. 

It is our intention to have all comments to this final rule, whether mailed or submitted via the 
Internet, available for viewing on the NOP homepage in a timaIy manlier. Comments 
submitted In response to this final rule wiR be available for viewing at USDA-AMS. 
Transportation and Marketing Programs. Room 2945-South Building. 14th and 
Independence Avenue. SW. Washington. DC, from 9:00 a.m. to 12:00 noon and from 1:00 
p.m. to 4:00 p.m., Monday through Friday (except for official Federal holidays). Persons 
wanting to visit the USDA South Buikflllg to view comments received In response to this final 
rule are requested to make an appointment in advance by calling (202) 720-3252. 
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FOR FURTHER INFORMATION CONTACT: Richard Mathews, Senior Agricultural 
Marketing Specialist, USDA-AM8-TMP-NOP, Room 2510-So., P.O. Box 96456, Washington, 
DC 20090-6456; Telephone: (202) 205-7806; Fax: (202) 205-7808. 

SUPPLEMENTARY INFORMATION: 
Prior Documents In this Proceeding 
This final rule is issued pursuant to the OrganiC Food Production Act of 1990 (Act or 
OFPA), as amended (7 U.S.C. 6501 et seq.). This final rule replaces the proposed rule 
published in the Federal Register March 13, 2000. The public submitted 40,774 comments 
on the proposed rule. Comments to the proposed rule were considered in the preparation of 
this finel rule. 

The following notices related to the National Organic Standards Board (NOSS) and the 
development of this proposed regulation have been published in the Federal Register. Six 
notices of nominations for membership on the NOSS were published between April 1991 
and June 2000 (56 FR 15323, 59 FR 43807, 60 FR 40153, 61 FR 33897, 64 FR 33240, 65 
FR 35317). Two notices of extension of time for submitting nominations were published on 
September 22, 1995, and September 23. 1996 (60 FR 49246,61 FR 49725). Twenty notices 
of meetings of the NOSB were published between March 1992 and November 2000 (57 FR 
7094.57 FR 27017, 57 FR 36974, 58 FR 85, 58 FR 105, 58 FR 171, 59 FR 58, 59 FR 
26188,59 FR 49385,60 FR 51980. 60 FR 15532. 61 FR 43520, 63 FR 7389,63 FR 64451, 
64 FR 3675, 64 FR 28154, 64 FR 54858, 65 FR 11758, 65 FR 33802, 65 FR 64657). One 
notice of public hearings on organic livestock and liveslock products was published on 
December 30, 1993 (58 FR 69315). Two notices specifying a procedure for submitting 
names of substances for inclusion on or removal from the National List of Approved and 
Prohibited Substances were published on March 27,1995 (60 FR 15744). and July 13,2000 
(65 FR 43259. A rule proposing the NOP was published on December 16, 1997 (62 FR 
65850), An extenSion of the time period for submitting comments to the proposed rule was 
published on February 9, 1998 (63 FR 6498). One request for comments on Issue Papers 
was published on October 28, 1998 (63 FR 57624). A notice of a program to assess organic 
certifying agencies was published on June 9,1999 (64 FR 30861). A rule proposing the NOP 
was published on March 13, 2000 (65 FR 13512). A notice of public meeting and request for 
comments on organiC production and handling of aquatic animals to be labeled as organic 
was published on March 23, 2000 (65 FR 15579). One advance notice of proposed 
rulemaking and request for comments on reasonable security for private certifying agents 
was published on August 9, 2000 (65 FR 48642). 

This preamble indudes a discussion of the final rule and supplementary information, 
including the Regulatory Impact Assessment, Unfunded Mandates Reform Act Statement, 
Regulatory Flexibility Act AnalYSiS, Federalism Impad Statement, and Civil Justice Impact 
Statement The Civil Rights Impact Analysis is not induded as an attachment but may be 
obtained by writing to the address provided above or via the Internet through the National 
OrganiC Program's homepage at: http://www.ams.usda.gov/nop. 

Approval of Paperwork Reduction Act Requirements for this Final Rule 
The reporting requirements and record keeping burden imposed by this rule were published 
in the March 13, 2000, Federal Register for public comment The Agency addressed these 
comments in the final rule to ensure that the least amount of the burden is placed on the 
public. The information collection and recordkeeping requirements have been reviewed and 
approved by the Office of Management and Budget under OMS Number 0581-0191, 
Nationel Organic Program. 
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National Organic Program Overview 

Subpart A - Definitions 

Description of Regulations 
This subpart defines vanow terms U!Iied in this part These definitions al8 intended to 
enhance conformance with the regulatory requirements through a dear understanding of the 
meaning of key terms. 

Wa have amended terms end definitions carIied over from the proposed rule whant 
necessary to make their wording consistent with the language U!Iied in this final rule. We 
have I8vised the definitions of the following words for gl8ater darity: person, pracIic:e 
standard, inert ingredient, processing, tolerance. We have I8moved the definitions for the 
following terms because the terms al8 not used in this final rule or have been determined to 
be unnecessary: accredited laboratory, estimated national mean, system of organic 
production and handling. We l8ceived comments on some of these definitions that have 
been deleted. We have not addressed those comments heI8 because the relevant 
definitions have been deleted. 

Definitions - Changes Based on Comman .. 
This subpart differs from the proposed rule in several respecla as follows: 
(1) Many commenters requested dtanges to the definition of "excluded methods." 
Comments induded requests to use the mOI8 common term, '"genetically modified 
organisms (GMO)"; to indude the products of exduded methodsIGMO's in the definition; to 
mont dosely follow the NOSe definition by adcfmg gene deletion, doubling, inIrocfucIion of a 
foreign gene, and dtanging gene position; to include that excluded methods al8 prohibited 
by the Act and by the regulations In this part; to dtange the wording of the IMance to 
"I8combinant DNA"; and to add that the definition of excluded methods only covers 
"intentional use." 

We have accepted some of the comments and have modified the definition 8CXiQ ••• 

Specifically, we have IndOOed refel8nce to the "methods"-gene deletion, gene doubling, 
dtanging positions of genes, and introducing foreign genes-that went induded in the original 
NOSB definition. This will make the definition even mont dosely parallel the NOSe 
IeCOmmendalion. We also refer to IeCOmbinant DNA tedtnology, which is technically more 
accurate than the proposed rules ref_nee to I8combinant DNA as a ·method.· 

We have not accepted the comments that requested adding the produc:Is ofaxdlldad 
methods to the definition. The emphasis and basis of these standards is on process, not 
product. We have specifically structured the provisions I81a1ing to exduded methods to refer 
to the use of methods. Induding the products of exduded methods in the definition would not 
be consistent with this approedt to organic stendards as a process-based system. For the 
same reason, we have letained the term, "exduded methods,. to reinfon:e that proeass
based approedt. 

We have also I8jected comments requesting that we Indude the prohibition on axdIldad 
methods in the definition and, likewise, those requesting that we refer to "intentional use" of 
excluded methods. The final rule maintains and clarifies the prohibition on the use of 
exdOOed methods In organic production systems. The prohibition Is most properly 
addressed in the appropriate provisions of the regulations, particularly in Section 205.105, 
and not in the definition. SimHariy. although we IeCOgnize that a distinction between 
intentional and unintentional use of excluded methods may be meaningful, particularly as it 
pertains to issues of drift, this Is an issue that is best handled In the sections of the regulation 
goveming use of excluded methods, not in the definition. The definition for "exduded 
methods" now reads: 
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A variety of methods used to genetically modify organisms or influence their growth and 
development by means that are not possible under natural conditions or processes and are 
not considered compatible with organic production. Such methods include cell fusion, micro 
encapsulation and macro encapsulation, and recombinant DNA technology (including gene 
deletion, gene doubling, introducing a foreign gene, and changing the position of genes 
when achieved by recombinant DNA technology). Such methods do not include the use of 
traditional breeding, conjugation, fermentation, hybridization, in vitro fertilization, or tissue 
culture." 

(2) Many commenters objected to the definition of "compost" in the proposed rule because it 
required that compost must be produced in a facility that was in compliance with the Natural 
Resource Conservation Service's (NRCS) practice standard for a composting facility. We 
agree with these commenters and removed the requirement to comply with the NRCS 
practice standard. However, the final rule incorporates new requirements for the production 
of compost that are included in the definition. The final rule requires that compost must be 
produced through a process that combines plant and animal materials with an initial C: N 
ratio of between 25:1 and 40:1. Furthermore, producers using an in-vessel or static aerated 
pile system must maintain the composting materials at a temperature of between 131 F and 
170F for 3 days. Producers using a windrow system must maintain the composting materials 
at a temperature between 131 F and 170F for 15 days, during which time, the materials must 
be turned a minimum of five times. We developed the requirements in the final rule for 
producing an allowed composted material by integreting standards used by the 
Environmental Protection Agency (EPA) and USDA's Natural Resources Conservation 
Service (NRCS). The requirements for the carbon-to-nitrogen (C: N) ratiO for composting 
materials is the same as that found in the NRCS practice standard for a composting facility. 
The time and temperature requirements for in-vessel, static aerated pile, and window 
composting systems are conSistent with those which EPA regulates under 40 CFR 503 for 
the production of Class A sewage sludge. Additionally, AMS reviewed these compost 
production requirements with USDA's Agricultural Research Service (ARS). This subject is 
discussed further under subpart C, Crop Production, Changes Based on Comment 

(3) Some commenters stated that allowing nonagricultural or synthetic substances as feed 
supplements contradicted the definition for ''feed supplement" in the proposed rule. These 
commenters stated that the definition stipulated that a feed supplement must, itself, be a 
feed material and that the proposed definition for "feed" did not include nonagricultural or 
synthetic substances. These commenters stated that the definition of "feed supplement' 
needed to be amended to accommodate nonagricultural or synthetic substances, or such 
substances should not be allowed. We agree with these commenters and amended the 
definition for "feed supplement" to read "a combination of feed nutrients added to livestock 
feed to improve the nutritional balance or performance of the total ration." One commenter 
recommended modifying the definition of ''feed additive" to "a substance added to feed in 
micro quantities to fulfill a specific nutritional need; I.e., essential nutrients in the form of 
amino acids, vitamins, and minerals." We agree that this modification provides a more 
precise description of "feed additive" and have included the change. The changes to the 
definitions for "feed supplement" and "feed additive" are further discussed under item (4) of 
Livestock Production - Changes Based on Comments. 

(4) One commenter stated that the definition for "forage" inaccurately described it as 
"vegetable matter," and suggested that "vegetative matter" was a more suitable description. 
We agree with the suggestion and have incorporated the change. 

(5) Some commenters stated that the definition for "mulch" implied that all mulch materials 
must either be organic or included on the National List. These commenters maintained that, 
if this was the intent of the proposed rule, the provision was too restrictive. They 
recommended revising the definition to clarify that natural but non-organic plant and animal 
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materials, if managed to prevent contamination from prohibited substances. could be used 
as mulch without being added to the National Ust. This was the intent in the proposed rule, 
and we have modified the definition to make this provision clearer. 

(6) Many commenters stated that the final rule should include a definition of "orga1Ic 
production" that required that certified operations must preserve or protect biodiversity. 
These commenters stated that the preservation of biodiversity is a requirement in many 
existing organic certification standards, including the Codex guidelines. They also stated that 
the NOSB had included the requirement to pntserve biodiversity in lis definition of organic. 
We agree with the intent of these commenla but prefer the tenn, "conserve," to "pi aserve" 
because It reflects a more dynamic, interactive relationship between the operation and 
biodiversity over time. We included a definition for organic production as "a production 
system that is managed in accordance with the Act and regulations in this part to respond to 
stt.specific conditions by integrating cultural, biological, and mechanical pradices that 
foster cycling of resources, promote ecological balance. and conserve biocflYefSity." We 
deleted the definition for "organic system of production and handling" in the final rule. 

(7) Several commenters, including the NOSB. were concerned that the definition for 
"planting stock" as "any plant or plant tissue, including rhizomes, shoots, leaf or stem 
cuttings, rooIa, or tubers, used in plant production or propegation" was sufficiently broad to 
be appfied to annual seedlings. We agree that It is important to establish that annual 
seedlings are not covered by the definition of "planting stock" and amended the c:IefInIIion to 
exclude them. The definition for planting stock in the final rule states "any pIent or pIent 
tissue other than annual seedlings but including mizomes, shoots, leaf or stem cuttings. 
rooIa, or tubers, used in plant production or propagation." The final rule retains the defIi1itIon 
for "annual seedling" from the proposed rule. 

(8) Several commenters recommended that the definIIion of "processing" should be 
amended to include "distlTIIlg" as an allowed practice. We agree with this comment and 
added olStilling as an allowed processing prectice. 

(9) Several commenters recommended that the final rule Include a definition for "processing 
aid" that is consistent with the definition proposed by the NOSe and used by the Food and 
Drug Administration (FOA). We agree with these commenters and have included a definitic)o1 
for processing aid that is the sarna as the definition used by FDA and found in 21 CFR Part 
101.100(a)(3)(lI). 

(10) Many commenters questioned whether the term. "State organic certification piOgIall,· 
in the proposed rule included organic programs from States that did not offer calificalioo 
services. These commenters stated that the final rule should include pn:MsiorIS for aI Stale 
organic programs regardless of whether they functioned as certifying agel lIS. We agree with 
these commenters and have amended the final rule by incorpoc alii Ig the tenn. "State organic 
program," as "a State program that meets the requiremerdS of section 6508 of the Act. is 
approved by the Secretary. and is designed to erlSUre that a product that is sold or labeled 
as organically produced under the Act is produced and handled using organic melhods." The 
term, "State organic program.· encompasses such programs whether they offer cef'.ification 
servicas or not. 

(11) One commenter stated that the definition for "wild crop" only IefemId to a pIent or part 
of a plant that was harvested from "an area of lend." This commenter was concemed that 
the definition would preclude the certification of operations that produce wild aquatiC crops. 
such as seaweed, and stated that the OFPA does allow for certifying such operations. We 
agree with this commenter and changed the definition to refer to a plant or part of a plant 
harvested from a "site." 
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(12) Many commenters stated that the soil fertility and crop nutrient management practice 
standard lacked a definition for "manure.· These commenters maintained that the different 
provisions contained in the practice standard for "manure" and ·compost" would be difficult 
to enforce without clear definitions to differentiate between the two materials. We agrae with 
these comments and added a definition for manure as "feces, urine, other excrement, and 
bedding produced by livestock that has not been composted." 

(13) Some commenters stated that the National List in the final rule should include an 
annotation for narrow range oils to limit their use to a specific subset of such materials 
recommended by the NOSB. We agree with this comment but rather than add an annotation, 
we have included the specifications recommended by the NOSB in a new definition for 
narrow range oils. Narrow range oils are defined as "petroleum derivatives, predominately of 
paraffinic and napthenic fractions with a 50-percent boiling point (10 mm Hg) between 415F 
and 440F. 

(14) Many commenters maintained that the final rule needed a definition of the term, 
"pasture," to describe the relationship between ruminants and the land they graze. These 
commenters stated that a meaningful definition of "pasture" must incorporate the nutritional 
component that it provides livestock, as well as the necessity to manage the land in a 
manner that protects the natural resources of the operation. We agree with these 
commenters and have added a definition of ·pasture" as "land used for livestock grazing that 
is managed to provide feed value and maintain or improve soil, water, and vegetative 
sources." 

(15) Many cornmenters stated that a definition for "split operation" was necessary to prevent 
commingling between organiC and non-organic commodities on operations that produced or 
handled both forms of a commodity. We agree with these comments and have included a 
definition for "split operation" as • an operation that produces or handles both organic and 
non-organic agricultural products." 

Definitions - Changes Requested But Not Made 
This subpart retains from the proposed rule terms and their definitions on which we received 
comments as follows: 

(1) Many commenters objected to the definition of ·sewage sludge" because it excluded ash 
generated in a sewage sludge incinerator and grit and screenings generated during 
preliminary treatment of domestic sewage in treatment works. We have not changed the 
definition for "sewage sludge" because it provides the most comprehensive and enforceable 
description of the types of materials that commenters wented to prohibit. The definition for 
"sewage sludge" in the proposed rule arose in response to significant public comment on the 
first proposed rule for national organic standards (62 Federal Register, No. 241) that 
recommended prohibiting biosolids in organic production. When incorporating those 
comments into the proposed rule, we did not use the term, "biosolids,· because it does not 
have a standardized definition under Federal regulations. The term, "biosolids; is commonly 
used to refer to "sewage sludge," which is the regulatory term established in 40 CFR Part 
503. We incorporated the precise definition from 40 CFR Part 503, even though it does not 
include ash, grit, or screenings, because it provided the clearest description of the types of 
materials identified in public comment 

While commenters are correct that ash, grit, or screenings from the production of sewage 
sludge are not prohibited by this definition, these materials are prohibited elsewhere in the 
regulation. The soil fertility and crop nutrient management practice standard in section 
205.203 establishes the universe of allowed materials and practices. These allowed 
materials and practices are crop rotations, cover crops, plant and animal materials (including 
their ash), nonagricultural, natural materials, and, under appropriate conditions, mined 
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substances of low and high solubility and synthetic materials included on the National List. 
Ash, grit, or screenings from the production of sewage sludge Carii10l be included In any of 
these categories and, therefore, cannot be used in organic production. We retained the 
definition of "sewage sludge" because it most clearly conveys the wide array of commerciaIy 
available soil amendments that might be considered for organic procIucIion but that the final 
rule expressly prohibits. We have not added specific exclusions for sewage sludge, ash, grit, 
or screenings because thase materials are prohibited through other provisions In the practice 
standard. 

(2) The proposed rule prohibited the handler of an organic hancllng operation from using 
ionizing radiation for any purpose. The vast majority of comrnenters agreed wIIh this 
prohibition and further recommended that the term, "ionizing radiation: should be defined to 
identify the specific applications that are prohibited. Most commenters supported a definition 
based on the FDA requirements in 21 CFR part 179.26 for the lreab,""" or processing of 
food using ionizing radiation. While agreeing wIIh the prohibition on ionizing radiation, these 
commenters favored atIowIng certain forms of irradiation such as the use of X-rays to Inspect 
for debris such as stones that were Inadvertantly commingled wIIh orgarlically handled food. 
Other commenters recommended a prohibition on an forms of irradiation, which would 
include X-rays for inspection purposes, ultraviolet right. and miaowaves In addition to 
ionizing racflation. Finally, a number of commenters stated that ionizing radiation is a safe 
and effective process for handling food and, therefore, should not be prohibited In organic 
handling. 

We have not added a definition for "ionizing radiation" to the final rule because WIt have 
Incorporaled specific references to the applications that are prohibited In the regulatory Iaxl. 
The final rule prohibits the handler of an organic handling opeIalion from using ionizing 
radiation as specified under 21 CFR part 179.26. These are the FOA-approved uses of 
ionizing radiation that commenters most frequently recommended that WIt prohibit In OIganic 
handling operations. They include the use of cobaIt-6O, cesium-137, and other soun::es of 
radiation for the purpose of controlling microbial contaminants, pathogens, and pests In food 
or to inhibit the growth and maturation of fresh foods. At its June 2000 meeting, the NOS8 
recommended prohibiting ionizing radiation for the purpose of COl ,boiling microbial 
contaminants, pathogens, parasites, and pests in food, preserving a food, or inhibiting 
physiological processes such as sprouting or ripening. The final rule does not prohibit the 
handler of an organic handling operation from using the FDA-approwecl applicatiOns of X
rays for inspecting food. The prohibition on ionizing radiation in the final rule is based solely 
on consumer preference as reflected In the overwhelming public comment stating that 
orgenlcally handled foods should not be treated In that manner. 

(3) Some cornmenters recommand that the final rule incorpoIale definiIIons for the f.emIs, 
"food additives,' "extraction methods,' "incidental additive," and "substantially trar.sfOI In.' 
However, these terms are not used In the final rule and do not require a definition. 

DefinItions - Clarll'icatlons 
Following our review of the definitions provisions in the proposed rule, WIt decided to further 
clarify the following provision In the final rule: 
We were concemed that "State entity," the meaning of which encompasses both dOll1testic 
and foreign political subdivisions, may be confused wIIh "State: the meaning of which is 
runited to the States of the United States, its tellitories, the DistrIct of ColumbIa, and Puerto 
Rico. To avoid any possible confusion as to which provisions In this final rule apply to States 
and which apply to the broader political subdivisions, WIt have replaced the term, "State 
entity: wIIh the term, "govemmentat entity," while retaining the same definition language In 
the proposed rule. 
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Subpart A • Definitions 

§ 205.1 Meaning of words. 
For the purpose of the regulations in this subpart, words in the singular form shall be 
deemed to impart the plural and vice versa, as the case may demand. 

§ 205.2 Terms defined. 
Accreditation. A determination made by the Secretary that authorizes a private, foreign, or 
State entity to conduct certification activities as a certifying agent under this part. 

Al<t. The Organic Foods Production Act of 1990, as amended fl U.S.C. 6501 et seq.). 

Action level. The limit at or above which the Food and Drug Administration will take legal 
action against a product to remove it from the market Action levels are based on 
unavoidability of the poisonous or deleterious substances and do not represent permissible 
levels of contamination where it is avoidable. 

Administrator. The Administrator for the Agricultural Marketing Service, United States 
Departure of Agriculture, or the representative to whom authority has been delegated to act 
in the stead of the Administrator. 

Agricultural inputs. All substances or materials used in the production or handling of organic 
agricultural products. 

Agricultural product. Any agricultural commodity or product, whether raw or processed, 
including any commodity or product derived from livestock, that is marketed in the United 
States for human or livestock consumption. 

Allowed synthetic. A substance that is included on the National Ust of synthetic substances 
allowed for use in organic production or handling. 

Agricultural Marketing Service CAMS>. The Agricultural Marketing Service of the United 
States Department of Agriculture. 

Animal drug. Any drug as defined in section 201 of the Federal Food, Drug, and Cosmetic 
Act, as amended (21 U.S.C. 321), that is intended for use in livestock, including any drug 
intended for use in livestock feed but not including such livestock feed. 

Annual seedling. A plant grown from seed that will complete its life cycle or produce a 
harveslable yield within the same crop year or season in which it was planted. 

Area of operation. The types of operations: crops, livestock. wild-crop harvesting or handling, 
or any combination therecf that a certifying agent may be accreditad to certify under this 
part . 

Audit trail. Documentation that is sufficient to determine the source, transfer of ownership, 
and transportation of any agricultural product labeled as "100 percent organic," the organic 
ingredients of any agricultural product labeled as "organiC" or "made with organic (specified 
ingredients)" or the organic ingredients of any agricultural product containing less than 70 
percent organic ingredients identified as organic in an ingredients statament. 

Biodegradable. Subject to biological decomposition into simpler biochemical or chemical 
components. 
Biologics. All viruses, serums, toxins, and analogous products of natural or synthetic origin, 
such as diagnostics, antitoxins, vaccines, live microorganisms, killed microgrganisms, and 
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the antigenic or immunizing components of microorganisms intended for use in the 
diagnosis, treatment, or prevention of diseases of animals. 

Breeder stock. Female livestock whose offspring may be incorporated Into an organic 
operation at the time of their birth. 

Buffer zone. An area located between a certified production operation or portion of a 
production operation and an adjacent land area that is not maintained under OIganic 
management A buffer zone must be sufficient in size or other features (e.g., windbreaks or a 
diversion ditch) to prevent the possibility of uninlanded contact by prohibited substances 
appr!ed to adjacent land areas with an area that is part of a certified operation. 

~ The presentation to consumers at retail sale of an agricultural product in unpac::kaged, 
loose form, enabling the consumar to determine the individual pieces. amount, or volume of 
the product purdlased. 

Cerlilication or certified. A determination made by a certifying agent that a production or 
handling operation is in compI"lSnC8 with the Act and the regulations In this part, which is 
documented by a certificate of organic operation. 

Certified operation. A crop or livestock production, wikk:rop harvesting or harding 
operation, or portion of such operation that is certified by an aca-ecfltecl certifying agent as 
utilizing a system of organic production or handling as described by the Ad. and the 
regulations in this part. 

Certifying agent Any entity accredited by the Secretary as a certifying agent for the purpose 
of certifying a production or handling operation as a certified production or handing 
operation. 

Certlfylng aaenfs operation. All sites, fadlties, personnel, and nICOIds used by a C8IfiI'ying 
agent to conduct certification activities under the Act and the regulations in this part. 

Claims. Oral, written, implied, or symbolic representations, statements, or advertising or 
other forms of communication presented to the public or buyers of agricullural products that 
relate to the organic certification pt0C8SS or the term, ·100 pen::ent organic,. -org.1ic,. or 
-made with organic (specified ingredients or food group(s»: or, in the casa of agricuItunII 
products containing less than 70 percent organic ingrecflSnts, the term, worganiC.. on the 
Ingredients pane/. 

Commercially available. The ability to obtain a production input in an appropriale form, 
quality, or quantity to fulfill an essential function in a system of organic production or 
handling, as determined by the certifying agent in the course of reviewing the organic plan. 

Comrningllnq. Physical contact between unpackaged organically produced and non
organically produced agrlculural products during production, processing. transportaIic:I 
storage or handling, other than during the manufacture of a muJti..ingledient product 
containing both types of ingredients. 

ComPOSt. The product of a managed process through which mic:roorganIsms break down 
plant and animal materials into more avalleble forms suitable for application to the soil. 
Compost must be produced through a process that combines plant and animal materials 
with an initial C: N ratio of between 25:1 and 40:1. Producers using an in-vessel or static 
aerated pile system must maintain the composting materials at a tempealure between 131F 
and 170F for 3 days. Producers using a windrow system must maintain the composting 
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materials at a temperature between 131 F and 170 F for 15 days. during which time. the 
materials must be tumed a minimum of five times. 

Control. Any method that reduces or limits damage by populations of pests. weeds. or 
diseases to levels that do not significantly reduce productivity. 

~ A plant or part of a plant intended to be marketed as an agricultural product or fed to 
livestock. 

Crop residues. The plant parts remaining in a field after the harvest of a crop. which include 
stalks, stems. leaves, roots, and weeds. 

Crop rotation. The practice of altemating the annual crops grown on a specific field in a 
planned pattem or sequence in successive crop years so that crops of the same species or 
family are not grown repeatedly without interruption on the same field. Perennial cropping 
systems employ means such as alley cropping. intercropping, and hedgerows to introduce 
biological diversity in lieu of crop rotation. 

Crop year. That normal growing season for a crop as determined by the Secretary. 
Cultivation. Digging up or cutting the soil to prepare a seed bed; control weeds; aerate the 
soil; or work organiC matter, crop residues, or fertilizers into the soil. 

Culturel methods. Methods used to enhance crop health and prevent weed, pest. or disease 
problems without the use of substances; examples include the selection of appropriate 
varieties and planting sites; proper timing and density of plantings; irrigation; and extending a 
growing season by manipulating the microclimate with green houses, cold frames, or wind 
breaks. 

Detectable residue. The amount or presence of chemical residue or sample component that 
can be reliably observed or found in the sample matrix by current approved analytical 
methodology. 

Disease vectors. Plants or animals that harbor or transmit disease organisms or pathogens 
which may attack crops or livestock. 

Drift. The physical movement of prohibited substances from the intended target site onto an 
organic operation or portion thereof. 

Emergency pest or disease treatment program. A mandatory program authorized by a 
Federal. State. or local agency for the purpose of controlling or eradicating a pest or disease. 

Employee, Any person providing paid or volunteer services for a certifying agent. 

Excluded methods. A variety of methods used to genetically modify organisms or influence 
their growth and development by means that are not possible under natural conditions or 
processes and are not considered compatible with organic production. Such methods 
include cell fusion, micro encapsulation and macro encapsulation, and recombinant DNA 
technology (including gene deletion. gene doubling. introducing a foreign gene, and 
changing the positions of genes when achieved by recombinant DNA technology). Such 
methods do not include the use of traditional breeding. conjugation. fermentation. 
hybridization. in vitro fertilization. or tissue culture. 

~ Edible materials which are consumed by livestock for their nutritional value. Feed may 
be concentrates (grains) or roughages (hay. silage, fodder). The term. "feed," encompasses 
all agricultural commodities. including pasture ingested by livestock for nutritional purposes. 
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Feed ad<fltive. A substance added to feed in micro quantities to fulfil a spedfic null ilional 
need; i.e., essential nutrients in the fonn of amino acids, vitamins, and minerals. 

Feed Supplement, A combination of feed nutrients edded to livestock feed to improve the 
nutrient balance or pefformance of the total ration and intended to be: 
(1) Diluted with other feeds when fed to livestock; 
(2) Offered free choice with other parts of the ration if separately available; or 
(3) Further diluted and mixed to produce a complete feed. 

Fertilizer. A Single or blended substance containing one or more recognized pla1t nutrienl(s) 
which is used primarily for its plant nutrient content and which is designed for use or clained 
to have value in promoting plant growth. 

Field. An area of !end identified as a disaete unit within a produdIon operation. 

Forage. Vegetative material in a fresh. dried, or ensiled state (pasture, hay, or sIage). whic:tI 
is fed to livestock. 

Governmental entity. Any domestic govemment, tribal government, or foreign goveIlul .. lla1 
subfflVision providing certification services. 

Handle. To sen, process, or package agricultural products, except such term Shall not 
include the sale, transportelion, or delivery of crops or livestock by the prodUcer thereof to a 
handler. 

Handler. Any person engaged in the business of handling agricultural products, Inc:IudIng 
producers who handle crops or livestock of their own production. except such term Shall not 
include final retailers of agricuHurai pmducts that do not process agricultural products. 

Handling operelion. Any operation or portion of an opeIation (except final lelaltws of 
agricultural products that do not process agricuHurai products) that rec:eives or o1herwise 
acquires agricultural products and processes, packagas, or stores such products. 

Immediate famPy. The spouse, minor children, or blood reIaUves who reside in the 
immediate household of a certifying agent or an employee, inspectol, cOllbac:tor, or oller 
personnel of the certifying agent For the purpose of this part, the interest of a spouse. minor 
child, or blood retative who is a residant of the immediate household of a certiI'ying agent or 
an employee, inspector, c:ontractor, or other personnel of the certiI'ying agent Shall be 
considered to be an interest of the certifying agent or an employee, inspedor, COI.bador, or 
other personnel of the certifying agent 

Inert ingredient. Any substance (or group of substances with similar c:hamic:aI strucIures if 
designated by the Environmental Protection Agency) other than an active ingredient whic:tI is 
intanlionally included in any pesticide product (40 CFR 152.3(m». 

Information panel. That part of the label of a packaged product that is imrnedIataIy 
contiguous to and to the right of the principal display panel as observed by an individual 
facing the principal display panel, unless another section of the label is designated as the 
information panel because of package size or other package atbibutas (e.g., irregular shape 
with one usable surface). 

Ingredjenl Any substance used in the preparelion of an agricuHurai product that is still 
present in the final commercial product as consumed. 
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Ingredients statement. The list of ingredients contained in a product shown in their common 
and usual names in the descending order of predominance. 

Inspector. Any person retained or used by a certifying agent to conduct inspections of 
certification applicants or certified production or handling operations. 

Inspection. The act of examining and evaluating the production or handling operation of an 
applicant for certification or certified operation to determine compliance with the Act and the 
regulations in this part. 

Label. A display of written, printed, or graphic material on the immediate container of an 
agricultural product or any such material affixed to any agricultural product or affixed to a 
bulk container containing an agricultural product, except for package liners or a display of 
written, printed, or graphic material which contains only information about the weight of the 
product. 

Labeling. All written, printed, or graphic material accompanying an agricultural product at any 
time or written, printed, or graphic material about the agricultural product displayed at retail 
stores about the product. 

Uvestock. Any cattle, sheep, goat, swine, poultry, or equine animals used for food or in the 
production of food, fiber, feed, or other agricultural-based consumer products; wild or 
domesticated game; or other nonplant life, except such term shall not indude aquatic 
animals or bees for the production of food, fiber, feed, or other agricultural-based consumer 
products. 

Lot. Any number of containers which contain an agricultural product of the same kind located 
in the same conveyance, warehouse, or packing house and which are available for 
inspection at the same time. 

Manure. Feces, urine, other excrement, and bedding produced by livestock that has not 
been composted. 

Market information. Any written, printed, audiovisual, or graphic information, induding 
advertising, pamphlets, flyers, catalogues, posters, and signs, distributed, broadcast, or 
made available outside of retail outlets that are used to assist in the sale or promotion of a 
product. 

Mulch. Any non-synthetic material, such as wood chips, leaves, or straw, or any synthetic 
material included on the National Ust for such use, such as newspaper or plastic that serves 
to suppress weed growth, moderate soli temperature, or conserve soil moisture. 

Namow range oils. Petroleum derivatives, predominately of paraffiniC and napthenlc fractions 
with 50 percent boiling point (10 mm Hg) between 415F and 44OF. 

National Ust. A list of allowed and prohlbitad substances as provided for in the Act. 
National Organic Program (NOP). The program authorized by the Act for the purpose of 
implementing its provisions. 

National Organic Standards Board (NOSBl. A board established by the Secretary under 7 
U.S.C. 6518 to assist in the development of standards for substances to be used in organic 
production and to advise the Secretary on any other aspects of the implementation of the 
National Organic Program. 
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Natural resources of the operation. The physical. hydroi0gicai, and bioi0gicai featureI of a 
production operation, including soil, water, wetlands, WOOdlands, and wildlife. 

NonagricuHural substance. A substance that is not a product of agriculture, such as a 
mineral or a bacterial culture, that is used as an ingred'sent in an agricultural product. For the 
purposes of this part, a nonagricultural ingredient also includas any substance, such as 
gums, citric acid, or pectin, that is extracted from, isolated from, or a fraction of an 
agricultural product so that the identity of the agricullural product is unrecognizable in the 
e~iso~.orfraction. 

Non-synthetic (naturaD. A substance that is derived from mineral, plant, or animal matter and 
does not undergo a synthetic process as defined in section 6502(21) of the Act (7 U.S.C. 
6502(21». For the purposes of this part, non-synthetic is used as a synonym for natural as 
the term is used in the Act 

Nontoxic, Not known to ceuse any adverse physiological ertects in animals, pIanIs, humans, 
or the environment. 

Nonretail container. Any container used for shipping or storage of an agricultural product that 
is not used in the retail disptay or sale of the product. 

Organic. A labaling term that refers to an agricuHural product prodUC8d in atmIdance with 
the Ad and the regulations in this part. 

Organic matter. The remains, residues, or wasta products of any organism. 

Organic productiQp. A production systam that is managed in accordanCe with the Act and 
regulations in this part to respond to site-specific condIIions by ilteg,ating cultural, biological, 
and mechanical practices that foster cycling of resources, promota ecological balance, and 
conserve biodiversity. 

Organic system plan. A ptan of management of an orgenic production or handling operation 
that has been agreed to by the producer or handler and the certifying agent and that 
includes written plans conceming all aspects of agricultural production or handling desaibed 
in the Ad and the regutaUons in subpart C of this part. 

Pasture. Land used for livestock grazing that is managed to pR)Yide feed value and maintain 
or improve soil, water, and vegeteIive resources. 

Peer review panel. A panel of individuals who have experUse in organic production and 
handling methods and certification procedures and who are appointed by the Adminisllatur 
to assist in evaluating applicants for accreditation as certifying agents. 

Person. An individual. partnership, corporation, association, coopeiative, or other entity. 

pesticide. Any substance which alone, in chemical combination, or in any fonnuIation with 
orse or more substances is defined as a pesticide in section 2(u) of the FederallnsecIicide, 
Fungicide, and Rodenticide Ad (7 U.S.C. 136(U)!t •• 

PetitiOn, A request to amend the National List that is submitted by any person in accordanCe 
with this part. 

Planting stock. Any plant or plant tissue other than annual seedlings but including rhizomes, 
shoats, leaf or stem cuttings, roots, or tubers, used in plant production or Plopagation. 



Practice standard. The guidelines and requirements through which a production or handling 
operation implements a required component of its production or handling organic system 
plan. A practice standard includes a series of allowed and prohibited actions, materials, and 
conditions to establish a minimum level performance for planning, conducting, and 
maintaining a function, such as livestock health care or facility pest management, essential 
to an organic operation. 

Principal display panel. That part of a label that is most likely to be displayed, presented, 
shown, or examined under customary conditions of display for sale. 

Private entitY. Any domestic or foreign nongovernmental for-profit or not-for-profit 
organization providing certification services. 

Processing. Cooking, baking, curing, heating, drying, mixing, grinding, Churning, separating, 
extracting, slaughtering, cutting, fermenting, distilling, eviscerating, preserving, dehydrating, 
freezing, Chilling, or otherwise manufacturing and includes the packaging, canning, jarring, or 
otherwise enclosing food in a container. 

Processing aid. (a) substance that is added to a food during the processing of such food but 
is removed in some manner from the food before it is packaged in its finished form; (b) a 
substance that is added to a food during processing, is converted into constituents normally 
present in the food, and does not significantly increase the amount of the constituents 
naturally found in the food; and (c) a substance that is added to a food for its technical or 
functional effect in the processing but is present in the finished food at insignificant levels 
and does not have any technical or functional effect in that food. 

Producer. A person who engages in the business of growing or producing food, fiber, feed, 
and other agricultural-based consumer products. 

Production lot numberlidentifier. Identification of a product based on the production 
sequence of the product showing the date, time, and place of production used for quality 
control purposes. 

Prohibited substance. A substance the use of which in any aspect of organic production or 
handling is prohibited or not provided for in the Act or the regulations of this part. 

Records. Any information in written, visual, or electronic form that documents the activities 
undertaken by a producer, handler, or certifying agent to comply with the Act and regulations 
in this part. 

Residue testing. An official or validated analytical procedure that detects, identifies, and 
measures the presence of Chemical substances, their metabolites, or degradations products 
in or on raw or processed agricultural products. 
Responsibly connected. Any person who is a partner, officer, director, holder, manager, or 
owner of 10 percent or more of the voting stock of an applicant or a recipient of certification 
or accreditation. 

Retail food establishment A restaurant; delicatessen; bakery; grocery store; or any retail 
outiet with an in-store restaurant, delicatassen, bakery, salad bar, or other eat-in or carry-out 
service of processed or prepared raw and ready-to-eat-food. 

Routine use of parasiticide. The regular, planned, or periodic use of parasiticides. 

Secretary. The Secretary of Agriculture or a representative to whom authority has been 
delegated to act in the Secretary's stead. 
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Sewage s!ugge. A solid, semisolid, or liquid residue generated during the habii8r1t of 
domestic sewage in a treatment works. Sewage sludge includes but is not limited to: 
domestic septage; scum or solids removed in primary, secondaly, or advanced waswuualer 
treatment processes; and a material derived from sewage sludge. Sewage sludge does not 
include ash generated during the firing of sewage sludge in a sewage sludge incinerator or 
grit and screenings generated during preliminary treatment of domestic sewage In a 
treatment works. 

Slaughter stock. Any animal that is intended to be slaughtered for consumption by hwnans 
or other animals. 

Spilt operation. An operation that produces or handles both organic and non-organk: 
agricultural products. 

Soil and water qualitY. Observable indicators of the physical, chemical, or biological 
condition of soil and water, including the presence of environmental conlalilinanls. 

~ Any of the several States of the United States of America, its teiiltorles, the DIsIrict of 
Columbia, and the Commonwealth of Puerto Rico. 

State certifying agent A certifying agent accredited by the Seaetary under the National 
Organic Program and operated by the State for the purposes of certifying organic production 
and handling operations in the State. 

State organiC program <SOP>. A State program that meets the requlrements of section 6508 
of the Act. is approved by the Secretary, and is designed to ensure that a produc:t that is sold 
or labeled as organically produced under the Act is produced and handled using OIganic 
methods. 

State organie program's ooveming State of!icja!. The chief executive oIIicIaI of a State or, In 
the case of a State that provides for the statewide election of an oIIicIaI to be responsible 
solely for the administration of the agricultural operations of the State, such oIIicIaI who 
administers a State organic certification program. 

SVnthelic, A substance that is formulated or manufactured by • chemical process or by a 
process that chemicaDy changes a substance extracted from naturaIy oa:urring plant. 
animal, or mineral sources, except that such term shall not apply to substances created by 
naturaDy occurrfng biological processes. 

Tolerance, The maximum legal level of a pesticide chemical residue In or on • raw or 
processed agricultural c:onunodIty or processed food. 
Transplant. A seeding which has been removed from its original place of production, 
transported, and replanted. 

Unavoidable residua! environmental contamination (uRECl. Badqpound levels of naturaIy 
occ:uning or synthetie chemicals that are present in the soli or presant in otgerdc:aII.J 
produced agricultural products that are below estabHshed tolerances. 

Wild crop. Any plant or portion of a plant that is collected or harvested from • site that is not 
maintained under cultivation or other agricultural management. 



Subpart B • Applicability 
This subpart provides an overview of what has to be certified under the National Organic 
Program (NOP); describes exemptions and exdusions from certification; addresses use of 
the term, "organic"; addresses record keeping by certified production and handling 
operations; and addresses allowed and prohibited substances, methods, and ingredients in 
organic production and handling. 

DeSCription of Regulations 
Except for exempt and excluded operations, each production or handling operation or 
specified portion of a production or handling operation that produces or handles crops, 
livestock, livestock products, or other agricultural products that are intended to be sold, 
labeled, or represented as "100 percent organic," "organic," or "made with organiC (specified 
ingredients or food group(s»" must be certified. Certified operations must meet all applicable 
requirements of these regulations. 

This final rule becomes effective 60 days after its publication in the Federal Register and will 
be fully implemented 18 months after its effective date. Eighteen months after the effective 
date, all agricultural products that are sold, labeled, or represented as "100 percent organic," 
·organic," or "made with .. ." must be produced and handled in compliance with these 
regulations. Products entering the stream of commerce prior to the effective date will not 
have to be relabeled. The U.S. Department of Agriculture (USDA) seal may not be affixed to 
any "100 percent organic' or ·organic" product until 18 months after the final rule's effective 
date. 

We anticipate that certifying agents and production and handling operations will move as 
quickly as possible after the effective date of the final rule to begin operating under the 
national organic standards. Certifying agents must begin certifYing organic production and 
handling operations to the national standards upon receipt of their accreditation from the 
Administrator. Any production or handling operation or specified portion of a production or 
handling operation that has been already certified by a certifYing agent on the date that the 
certifying agent receives its accreditation under this part shall be deemed to be certified 
under the Act until the operation's next anniversary date of certification. We have taken this 
approach because we believe that such certifying agents will, upon the effective date of the 
final rule, demonstrate their eligibility for accreditation by applying the national standards to 
the certification and renewal of certification of their dients. We also believe this approach will 
provide relief to certified operations which might otherwise have to be certified twice within a 
12-month period (prior to their certifying agent's accreditation and again following their 
certifying agent's accreditation). This relief will only be available to those certified operations 
certified by a certifying agent that receives its accreditation within 18 months from the 
effective date of the final rule. 

CertifYing agents can apply for accreditation anytime after the effective date of the rule. 
Applications will be processed on a first-come, first-served basis. Those certifying agents 
who apply for accreditation within the first 6 months after the effective date of the final rule 
and are determined by the Administrator to meet the requirements for accreditation will be 
notified of their status approximately 12 months after the final rule's effective date. This 
approach is being taken because of the market advantage that could be realized by 
accredited certifying agents if USDA did not announce the accreditations simultaneously. 

Exempt and Excluded Operations 
This regulation establishes several categories of exempt or exduded operations. An exempt 
or excluded operation does not need to be certified. However, operations that qualify as 
exempt or excluded operations can voluntarily choose to be certified. A production or 
handling operation that is exempt or exduded from obtaining certification still must meet 
other regulatory requirements contained in this rule as explained below. 
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Exempt Operations 
(1) A production or handling operation that has $5,000 or less in gross annual income from 
organic sales is exempt from certification. This exemption is primarily designed for those 
producers who market their product directly to consumers. It will also permit such producanJ 
to market their products direct to retail food establishments for resale to consumers. The 
exemption is not restricted to U.S. producers. However, as a practical matter, we do not 
envision any significant use of the exemption by foreign producers because: (1) the products 
from such operations cannot be used as ingredients identified as organic in processed 
products produced by another handling operation, and (2) it is unlikely that such opeIalions 
will be selting their products directly to consumers in the United States. 

An exempt producer or handler must comply with the labelng requirements of section 
205.310 and the organic production and handling requirements appI'abie to Is type of 
operation. For example, a producer of organic vegetables that performs no handling 
functions would have to comply with the labeling requirements of section 205.310 and the 
applicable production requirements in sections 205.202 through 205.207. The labeling and 
production and handling requirements protect the integrity of «galically produced products. 

(2) A retail food establishment or portion of a retail food establishment that handles 
organically produced agricultural products but does not process them is exempt from all of 
the requirements in these regulations. 

(3) A handling operation or portion of a handling opeIalion that hardas only agricuII!.nI 
products containing less than 70 percent organic ingredients by total weight of the finished 
product (excluding water and salt) is exempt from the requirements in these regulations, 
except the recordkeeping provisions of section 205.101(c); the provisions for pravention of 
contact of organic products with prohibited substances in section 205.272; and the laIlaling 
regulations in sections 205.305 and 205.310. The recordkeeping provisions mailtain an 
audit trail for «galic products. The prevention of contact with prohibited substances and the 
labeling requirements protect the integrity of «galicaJIy produced products. 

(4) A handling operation or portion of a handling operation that uses the word, -Olganic,· only 
on the information panel is exempt from the requirements in these regulations, except the 
recordkeeping provisions of section 205.101 (c); the provisions for pnilvention of COIItacl of 
organic products with prohibited substances as provided in section 205.272; and the laIlaling 
regulations in sections 205.305 and 205.310. The recordkeeping provisions makllain an 
audit trail for organic products. The preventiOn of COIltact with prohibited substances and 
labeling requirements protect the integrity of organically produced products. 

As noted above, exempt handling operations producing muIIi-ingredIen products must 
mainlain records as required by section 205.101 (e). This would include records sufficient to: 
(1) prove that ingredients identified as organic were organically produced and handled and 
(2) verify quantilles produced from such ingredients. Such records must be maintained for no 
less than 3 years, and the opeIation must allow represanlaUJ8S of the Seaetaty and the 
applicable State progrem's governing State official access to the records during normal 
business hours for inspection and copying to determine compliance with the 8fltlIi' able 
regulations. 

Excluded OpeIations 
(1) A handling operation or portion of a handrmg opeIation that seIs organic agricuII!.nI 
products labeled as ·100 percent organic,- "organic,· or "made with. ... that are packaged or 
otherwise enclosed in a container prior to being received or acquired by the opeIaIion, 
remain in the same package or container, and are not otherwise processed while in the 
control of the handling operation is excluded from the requirements in these regulations, 
except for the provisions for prevention of commingfing and contact of organic products with 



prohibited substances in section 205.272. The requirements for the prevention of 
commingling and contact with prohibited substances protect the integrity of organically 
produced products. 

This exclusion will avoid creating an unnecessary barrier for handlers who distribute non
organic products and who want to offer a selection of organic products. 

(2) A retail food establishment or portion of a retail food establishment that processes on the 
premises of the retail food establishment raw and ready-to-eat food from certified agricultural 
products labeled as "100 percent organic," "organic," or "made with ..... is excluded from the 
requirements in these regulations, except for the provisions for prevention of contact of 
organic products with prohibited substances as provided in section 205.272 and the labeling 
regulations in section 205.310. The prevention of commingling and contact with prohibited 
substances and labeling requirements protect the integrity of organically produced products. 
Excluded retail food establishments include restaurants; delicatessens; bakeries; grocery 
stores; or any retail outlet with an in-store restaurant, delicatessen, bakery, salad bar, or 
other eat-in or carry-out service of processed or prepared raw and ready-to-eat food. 

There is clearly a great deal of public concem regarding the handling of organic products by 
retail food establishments. We have not required certification of retail food establishments at 
this time because of a lack of consensus as to whether retail food establishments should be 
certified, a lack of consensus on retailer certification standards, and a concem about the 
capacity of existing certifying agents to certify the sheer volume of such businesses. Retail 
food establishments, not exempt under the Act, could at some future date be subject to 
regulation under the NOP. Any such regulation would be preceded by rulemaking with an 
opportunity for public comment. 

No retailer, regardless of this exclusion and the exceptions found in the definitions for 
"handler" or "handling operation," may sell, label, or provide market information on a product 
unless such product has been produced and handled in accordance with the Act and these 
regulations. Any retailer who knowingly sells or labels a product as organic, except in 
accordance with the Act and these regulations, will be subject to a civil penalty of not more 
than $10,000 per violation under this program. 

Recordkeeping Requirements for Certified Operations 
A certified operation must maintain records conceming the production and handling of 
agricultural products that are sold, labeled, or represented as "100 percent organiC," 
"organic," or "made with..... sufficient to demonstrate compliance with the Act and 
regulations. Such records must be adapted to the particular business that the certified 
operation is conducting, fully disclose all activities and transactions of the certified operation 
in sufficient detail to be readily understood and audited, be maintained for not less than 5 
years beyond their creation, and be sufficient to demonstrate compliance with the Act and 
regulations. Certified operations must make the records required by this regulation available 
for inspection by authorized representatives of the Secretary, the applicable State organiC 
program's (SOP) governing State official, and the certifying agent. Access to such records 
must be provided during normal business hours. 

Examples of Records 
Each exempt, excluded, and certified operation should maintain the records which 
demonstrate compliance with the Act and the regulations applicable to it and which it 
believes establish an audit trail sufficient to prove to the Secretary, the applicable SOP's 
governing State official, and the certifying agent that the exempt, excluded, or certified 
operation is and has been in compliance with the Act and regulations. 
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Examples of records include: application and supporting documents for teI1IIIcation; organic 
system plan and supporting documents; purchaSed inputs, including seeds, transpIanIs, 
livestock, and substances (fertilizers, pesticides, and veterinary biologics consistent with lie 
rMlstock provisions of subpart C), cash purchase receipts, receiving manifests (biIs of 
lading), receiving tickets, and purchase invoices; field records (planting, inputs, cuIIivation, 
and harvest); storage records (bin register, cooler log); livestock records, induding feed 
(cash purchase receipts, receiving manifasts (bOis of lading). receiving tickets, pulehase 
invoices, copies of grower certificates), breeding records (calendar, chart, notebook. 
veterinary documents), purchased animals documentation (cash poo::hase receipts, 
receiving manifests (bOIs of lading), receiving tickets, purchase invoices, copies of glo._ 
certificates), hard heaIIh records (calendar, notebook, card file, veterinary records), and input 
records (cash purchase receipts, written records. labels); producer invoic:e; producer 
contract; receiving manifests (bills of lading); transaction certificate; producer certificate; 
handier certificate; waigh tickets, receipts, and tags; receiving tickets; cash purchase 
receipts; raw product inventory reports and records; finished product inventory reports and 
records; daily inventories by lot; records as to reconditioning, shrinkage, and dumping; 
production reports and records; shipping reports; shipping manifests (bills of lading); paid 
freight and other bOIs; car manifests; brokers collII acts; brcker's statements; warehouse 
receipts; inspection certificates; residue testing reports; soli and water testing reports; cash 
receipt journals; general ledgers and supporting documents; sales joumaIs; accounts 
payable joumals; accounts receivable joumals; cash disbursement journals; purchase 
invoices; purchase journals; receiving tickets; producer and handier COilllacts; cash sales 
receipts; cash poo::hase journals; sales invoices, statements, joumaIs, tickets. and 18C81p1s; 
account sales invoices; ledgers; financ:ial statements; bank statements; records of deposit; 
canceled checks; check stubs; cash receipts; tax returns; aa:ountant'l or otherwcrk papens; 
agreements; contracts; purchase orders; confirmations and memorandums of sales; 
computer date; computer printouts; and compilations of date from the foregoing. 

Allowed and PrchIbiIed Substances 
A certified operation must only use allowed substances, methods. and ingredienls for Ihe 
production and handling of agrk:ultural products that ara sold, labeled, or reprBSBnted 81 
"100 percent organic.· ·organic," or made with .•. • for these producIs to be in compliance willi 
the Act and the NOP regulations. Use of ionizing radiation, sewage atudge. and exduded 
methods are prohibited in the production and handiing of organic agric:uIhnI products. 

Applicability - Changes Based on Commanls 
This subpart differs from the proposal in several raspects 81 follows: 
(1) VIOlations of the Act or Regulations. We have amended section 205.100 by acIding a new 
peragraph (e), which addresses violations of the Act and these regulations. A I'IUII1ber of 
commenters advocated for provisions within the final rule describing what legal PlClCladings 
USDA would condud against operations or persons that violate the NOP. We agree that this 
rule should include provisions addrassing violations of the Act and these regulations. 
Accordingly, we have added at section 205.100 the misuse of label provisions and false 
statement provisions of section 2120 (7 U.S.C. 6519) of the Ad. SpecifIcaI)', section 
205.100(e) provides that persons not in compliance with the labeling ntqUinIments of the Act 
or these regulations are subject to a civil penally of not mere than $10,000 per violation and 
that persons making false statements under the Act to the Secletaiy, a governing State 
official, or an accradited certifying agent shall be subject to the proviSions of section 1001 of 
Title 18. United States Code. The proviSions of the Ad and these regufatlons apply to .. 
operations or persons that sen, label. or reprasent their agricultural product 81 OIganic. 

(2) Prohibition on Use of Exc!yded Methods. We have moved section 205.600 from subpart 
G. Administrative. to subpart B. Applicability, and replaced paragraph (d). which referred the 
reeder to section 205.301. with new peragraphs (d) through (g). As amended, this section, 
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redeSignated as section 205.105, includes all of the provisions covered under old section 
205.600. 

The vast majority of commenters strongly supported the prohibition on the use of excluded 
methods in organic production and handling but raised concems that they could not point to 
one provision that prohibited use of excluded methods in all aspects of organic production 
and handling. To close what they perceived to be "loopholes· in the prohibition, commenters 
made several suggestions for inclusion of new provisions prohibiting use of excluded 
methods in particular aspects of organic production and handling that they believed were not 
covered in the proposed rule. Other commenters pointed to inconsistencies in the way the 
prohibition on use of excluded methods was described in different sections, raising concems 
that these apparent inconsistencies may create confusion for organic operations, certifiers, 
and consumers. 

Although we intended that use of excluded methods would be prohibited in all aspects of 
organic production and handling, the structure of the proposed rule may not have made that 
clear. We also share the concems that, in attempting to identify all aspects of organic 
production and handling where excluded methods might be used, we may inadvertently have 
left out some provisions, creating confusion for organic operations, certifying agents, and 
consumers and creating doubt as to the scope of the prohibition on use of excluded 
methods. Similarty, to the extent that the prohibition on excluded methods may have been 
described differently in various sections of the proposed rule, we also share the concem that 
these inconsistencies could create confusion. 

As a result of these concerns, we have created a new proviSion In section 205.105 that 
prohibits the use of excluded methods (and ionizing radiation and sewage sludge) generally. 
This provision should alleviate perceptions that some areas of organic production may not 
have been covered by the prohibitions in the proposed rule. It also allows us to eliminate 
from the regulation most of the individual references to the prohibition on use of these 
methods, thereby eliminating any potential confusion where these provisions may have 
appeared inconsistent These changes do not lift the prohibition on use of these methods in 
those sections. In fact, the purpose of this new provision is to make clear that use of these 
methods is prohibited in the production and handling of organic products. 

(3) Animal Vaccines. The proposed rule specifically asked for public comment on the 
potential impact of the prohibition on use of exciuded methods as it relates to animal 
vaccines. A number of commenters raised concems that there may be some critical 
vaccines that are only available in forms produced USing excluded methods. Several 
commenters requested that we prohibit use of animal vaccines produced using excluded 
methods but that we provide for a temporary exemption until such time as vaccines 
produced without using excluded methods are approved for use on the National List. Other 
commenters requested that we prohibit use of vaccines produced using excluded methods 
without exception. 

We have concluded that the potential impact of prohibiting vaccines produced using 
excluded methods on animal production systems is still unknown. We do not know of any 
critical animal vaccine that is only available in a form produced using excluded methods, but 
it is unclear whether producers and certifying agents are tracking the possible use of such 
vaccines. There also appears to be no international consensus on the use in organic 
production systems of animal vaccines produced using excluded methods, although there is 
precedent for such an exemption. European Union regulations, for example, allow for use of 
animal vaccines produced using excluded methods. 

Based on comments received and because the potential impact of the prohibition on use of 
excluded methods is still uncertain, we have created the possibility at section 205. 1 05(e) for 
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the NOSB to exercise one very narrow exception to allOw use of animal vaccines produced 
using excluded methOds but only if they are expIicIlIy approved on the National List. We 
believe the issue of animal vaccines requires further deIibenJIion and that it is most 
appropriate to consider it through the National Ust process, which mandates review by the 
NOSB and Technical AdvisOl)' Panels. Consideration of animal vaccines produced using 
excluded methods is appropriate for the National Ust review process because animal 
vac:c:lnes, we believe, are most appropriately considered synthetic materials. That is why the 
provision is structured so that vac:c:ines produced using excluded methods could only be 
used in organic production if they are affirmatively included on the National List. We do not 
berleye that a broad-based exemption of the type suggested in some comments, even if only 
temporary, is appropriate. 

The Act allows use of animal vac:c:ines in organic: livestock production. Given the geneRII 
prohibition on the use of excluded methods, however, we believe that animal vac:c:ines 
produced using excluded methods should not be allOwed without an expI"lCIt c:onsidaration of 
such materials by the NOSB and without an affirmative detannlnatlon from the NOSB that 
they meet the criteria for inclusion on the National Usl It is for that l'1Iason that we have not 
granted this request of commenters but, rather, provided an opportunity for review of this 
narrow range of materials produced using excluded methods through the National Ust 
process. 

It is important to meke clear, however, that this provision does not open aI potential 
applications of excluded methods to a c:ase-by.c:ase review in the COIIlexI of the NaIlor .. 
Ust, nor al'1l we proposing that any particular yac:c:ines be I'1Iviewed for inc:IIlSion on the 
National Ust at this time. The prohibition on use of excluded methods applies across the 
board to an phases of organic: production and handling. We al'1l simply I'1ISponding to 
comments suggesting that a narrow exception for animal vac:c:ines may be appropriate and 
providing for the possibHity that such an exception could be invoked upon thorough review 
and I'1ICOmmendation by the NOSB. 

Applicability. Changes Requested But Not Made 
This subpart retains from the proposed rule I'1IgUIetions on which we received commanlS as 
follows: . 
(1) Exemption of Handling Operations Prpducjng Mu!!i-ingredien PJpdudt,. Some 
commEII tters asserted that only certified handling operations should be allowed to Idei IIII'y 
ingredienlS in multi-ingredient products as organic:. These COIiA.""'" believe that 
consumers will be misled if noncertified handling operations are allowed to Idanlir)' 
ingrecflenlS as organic: even if the organic: claim is limited to the information panel. We do noI 
agree with these assertions and have retained the proposed rule provisions that do noI 
require handler certification when a product only identifies ingredienlS as organic within the 
information panel. Although handling operations only making organic: claims on the 
information panel are exempt from certific:aIion, these opeI'1Itions are required to use 0'81111ic 
product from certified opeI'1Itions. They are also required to pr8'ient COIIfac:t of 0fg8I1c 
products with prohibited substances as set forth in section 205.272, edheI'1I to the lab IIIing 
provisions of aec:tions 205.305 and 205.310, and maintain recorda In acc:ordance with 
section 205.101(c). We believe consumers Wll understand the distinction betlJeen produc:ts 
that have the organic: nature of the product stated on the principal dIspIey panel and those 
that meI'1Ily identify an Ingredient as organic on the information panel. 

(2) Retailer Exclusion from Cer!iflcation. Many commenters objec:tad to the provisions 01 
aec:tion 2OS.101(b)(2) which exclude I'1ItaH food estab/ishmenlS from cerIificaIIon. These 
c:ommenters assert that only final retailers that do not process agricuIIlnl products should 
be excluded from certification. There is dearly a gI'1Iat deal of public c:oncem regarding the 
handling of organic: products by retail food establishmenlS. We have not required cerIificaIIon 
of l'1Itail food establishments at this time because of a lack of consensus as to whether retaI 
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food establishments should be certified, a lack of condenses on retailer certificetion 
standards, and a concern about the capacity of existing certifying agents to certify the sheer 
volume of such businesses. In addition, most existing certification programs do not include 
retail food establishments, and we do not believe there is sufficient consensus to institute 
such a significant expansion in the scope of certification at this time. However, since a few 
States have established procedures for certifying retail food establishments, we will assess 
their experience and continue to seek consensus on this issue of establishing retailer 
provisions under the NOP. Any such change would be preceded by rulemaking with an 
opportunity for public comment. The exclusion of nonexempt retail food establishments from 
this final rule does not prevent a State from developing an organic retail food establishment 
program as a component of its SOP. However, as with any component of an SOP, the 
Secretary will review such components on a case-by-case basis. 

(3) Producer Exempt jon Level. Several commenters advocated for an increase in the 
producer exemption level above the $5,000 limit. Comments supporting the exemption 
suggested increasing the statutory limit for qualifying for the exemption to as high as 
$75,000. Other commenters stated that all producers should be certified and opposed the 
exemption even though it is required by the Act. These commenters were concerned about 
maintaining the integrity of the organiC product and about the lack of verification of the 
exempt operations. 

We have not increased or removed the $5,000 producer exemption because the exemption 
Is mandated by section 2106(d) (7 U.S.C. 6505(d» of the Act. Our purpose is to limit the 
financial burdens of certification on such operations but not to exempt them from the 
standards for organic production and handling. Accordingly, exempt production and handling 
operations must comply with the applicable organic production and handling requirements of 
subpart C and the labeling requirements of section 205.310. 

Some of the commenters wanting a change in the producer exemption level suggested that 
the NOP add provisions for restricting these producers to marketing at farmers markets or 
roadside stands. We disagree with these comments. While we believe that most producers 
qualifying for the exemption are indeed likely to be small producers who market their 
products directiy to consumers, we do not believe it is in the best interest of these producers 
to restrict their market opportunity to a specifIC sales method. 

A few comments suggested that we establish a sliding-scale certification fee based upon 
either the size of the operation or sales of agricultural product instead of the exemption. The 
NOP does not establish fees for certification. Certifying agents may establish a sliding-scale 
system as long as their fees are reasonable and applied in a consistent and 
nondiscriminatory manner. 

Finally, some commenters expressed concern that exempt operations were forbidden from 
certification. This interpretation is not correct. Any production or handling operation, including 
an exempt operation, which makes application for certification as an organic operation and 
meets the requirements for organic certification may be certified. 

(4) Handler exemption, Many commenters disagreed with the proposed rule provision 
providing for an exemption of $5,000 to handlers. These commenters asked the NOP to 
remove the phrase, "or handlers," from the exemption provision. The commenters argue that 
the handler exemption is not authorized by the Act. We disagree with the commenters, and 
we have retained the handler exemption in the final rule. The Act states that the exemption is 
available to ·persons" selling not more than $5,000 annually in value of agricultural products. 
The Act's definition of "persons· includes handlers. Thus, handlers grossing $5,000 or less 
qualify for the exemption. 



(5) Categories of Incorne to Qualify for an Exemption, Some commenters want the $s.oOO 
producerJhandIer exemption to include all sales of agricultural products, not just sales of 
organic agricultural products. These commenters perceive this provision to be a loophole for 
large. split operations. We disagl8& with these commenters, and we have Attailled the 
$5,000 producerlhandler exemption based upon total sales of organic agricultural products. 
We do not believe theAt is a significant number of split operations which only gross $5,000 in 
aMual sales of organic products and, therefoRt, qualify for this exemption. In setting the 
exemption levels, the DepaI1ment sought to maximize the berieflls to small producers 
afforded by the Act while setting a threshold level thai minimizes the potential of product 
mislabeHng. 

(6) Umitino Handler Exclusions. Many commenters argued that brokers, distributors, 
warehousers, and transporters should not be excluded from certific:a6on. We do not 8IJI8& 
with these commenters. Brokers. distributors, waAthousars and transporters do not alter the 
product and, in many cases, do not take title to the product. CertifyIng these handlerS would 
be an unnecessary burden on the industry. Traditionally. distributors and trucking companial 
have bean excluded from State and private certification requirements. 

(7) Recordkeeplno ReqUirements for Excluded Operations. Severaf commenlers argued that 
excluded operations should be requiAtd to comply with the same recordkeeping 
requirements as exempt operations. Some comment81'S expressed concern over the inebllty 
to verify compliance for either exempt or excluded operations and asked thai exempt or 
excluded operations be subjed to additional recordkeeplng reqUiAtmenls. We dis8gI8& with 
these commenters and have I1Itained the provisions from the proposed rule on 
recordkeeping for excluded operations. Given the naluAt of these excluded operations, for 
example. operations that only sell prepeckaged organic products, we believe thai extensive 
AtCOrdkeeping reqUiAtmenls would be an unwarranted regulatory burden. 

(8) Recordkeeo!no Burden on Small Cettifjed Operations, Some cornrnentens questbled 
whether small certified operations have the ability to Implement a nICOI'dkeapill8 system 
which complies with the provisions of section 205.103. These cornrnentens argue that 
racordkeeping requirements must be tailored to the sceIe of the opeIalioi •• We do not bali ave 
that the AtCOrdkeeping reqWAtments as described in section 205.103 conflict with the 
suggestions of the commentars. The recordkeeping requiAtments provide that the Atcon:ts 
must be adapted to the particular business that the cartifiad operation is conducting and be 
sufficient to demonstrate compliance with the Act and regulations. It is USDA's Intent that 
each production and handHng operation dac:ida for itself what recordkeeping scheme is 
appropriate, given the complexity and scope of the individual business. These provisions 
provide considerable latitude for each production and handUng operation to dec:ide what 
records aAt necessary to demonstrate its compliance with the Act and the NOP reguIaIfons. 

(9) Public Access to Records. Severaf commenters asked that the public have fuI aecess to 
any c:ertifying agent racord on organic production and/or handling operations. Other 
commenters expressed c:oncerns about certifying agents divulging confIdanliaI business 
Information and asked that AtCOrds containing confidential business information not be taken 
from the business' physicallocatfon. 

We have not changed this provision. The recordkeeplng requinImenls SAt designed to seek 
a baiance between the pubriC's right to know and a business's right to Attain confIdanliaI 
business information. Certifying agents must have acc:ass to C8I1aiII AtCOrds during their 
review of the operation to determine the operation's compliance with the NOP. However. 
certifying agents are requjAtd to prated an operation's confidential business information. 
Requiring fun public access could compromise a business' competitive position and place an 
unfair burden on the organic: industry. 
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(10) Fair Labor Practices on Organic Farms. Many commenters asked the NOP to develop 
fair labor practice standards as a part of the final rule. We have not adopted these 
comments. Other statutes cover labor and worker safety standards. The Act does not 
provide the authority to include them in these regulations. However. these regulations do not 
prohibit certifying agents from developing a voluntary certification program. separate from 
organic certification. that address fair labor and worker safety standards. 

(11) "Transitional Oroanlc" Label. Several commenters requested that the NOP adopt 
regulations on the conversion of operations to organic production and create a "transitional 
organic· label. We have not included provisions within the final rule that provide for 
"transitional organic" labeling. Although many commenters requested that we provide for 
transition labeling. there does not appear to be sufficient consensus to establish such a 
standard at this time. Given this lack of consensus. it is unclear what marketplace value such 
a label might have. and we are concemed that allowing such a label at this point might lead 
to greater consumer confusion rather than providing clarity. 

Applicability - Clarifications 
Clarification is given on the following Issues raised by commenlers as fonows: 
(1) "Genetic" drift. Many commenters raised issues regarding drift of the products of 
excluded methods onlo organic farms. These commenters were concemed that pollen 
drifting from near-by farms would contaminate crops on organic operations and that, as a 
result, organic farmers could lose the premium for their organic products through no fault of 
their own. Many commenters argued that we should use this rule to somehow shift the 
burden to the technology providers who markel the products of excluded methods or the 
non-organiC farming operations that use their products. Some. for example. suggested that 
this regulation should require that the non-organic operations using genetically engineered 
varieties plant buffer strips or take other steps to avoid drift onto organic farms. Others 
suggested that the regulation could provide for citizens' right to sue in cases of drift. 

While we understand the concems that commenlers have raised. the kind of remedies they 
suggested are outside the scope of the Act and this regulation. The Act only provides for the 
regulation of organic operations. We cannot use this regulation to impose restrictions. such 
as requiring buffer strips or other measures. on operations that are not covered by the Act. 
Similarty. while citizens may have the ability to bring suit under other laws. the Act itself does 
not provide for the right to bring suit as a Federal cause of action, and we could not grant it 
through this regulation. 

Drift has been a difficult issue for organic producers from the beginning. Organic operations 
have always had to worry about the potential for drift from neighbOring operations, 
particularty drift of synthetic chemical pesticides. As the number of organic farms increases. 
so does the potential for conflict between organic and non-organic operations. 

It has always been the responsibilitY of organic operations to manage potential contact of 
organic products with other substances not approved for use in organic production systems, 
whether from the non-organic portion of a split operation or from neighboring farms. The 
organic system plan must outline steps that an organic operation will take to avoid this kind 
of unintentional contact. 

When we are considering drift issues, it is particularty important to remember that organic 
standards are process based. Certifying agents attest to the abilitY of organic operations to 
follow a set of production standards and practices that meet the requirements of the Act and 
the regulations. This regulation prohibits the use of excluded methods in organic operations. 
The presence of a detectable residue of a product of excluded methods alone does not 
necessarily constitute a violation of this regulation. As long as an organic operation has not 
used excluded methods and takes reasonable steps to avoid contact with the products of 
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excluded methods as detailed in their approved organic system plan, the I.I1inte,,1IonaI 
presence of the products of excluded methods should not affect the status of an organic 
product or operation. 

Issues of polen drift are also not confined to the world of organic agric:uIttn. For __ , 
plant breeders and seed companies must ensure genetic ldeillity of plant varieIies by 
minimizing any cross-pollination that might result from polen drift. Under resellm 
conditiOnS. small-scale field tests of genetlcaly engineered plants lncXHpoiate various 
degrees of biological containment to limit the possibility of gene ftow to other sexually 
compatible plantS. Federal regulatory agencies might impose specific planting requirements 
to limit poDen drift in certain situations. Fanners planting non-biotec:hnology-derived varieIies 
may face similar kinds of questions if cross-poUination by biote<:tH"'I01ogy-derived varieIies 
alters the marketability of their crop. These discussions within the broader agricuIluraI 
community may lead to new approaches to addressing these Issues. They are. however. 
outside the scope of this regulation by definition. 

(2) Many COIII1I81'11ens allied 
that the apIc:uIb.n, greenhouses, 
mushrooms, aquatic species, culnary herbs, pet food, and minor animal species (e.g.. 
rabbits) food. The NOP intends to provide standards for categories where the Ad pnwIdea 
the authority to promulgate standards. During the 18-rnon1h implementation period. the NOP 
intends to publsh for comment certification standards for apicuIIur8, mustvooms. 
greenhouses and aquatic animals. These standards will build upon the axldag final rule and 
will address only the unique requirements necessary to ceItIfy these spr''''1d opeIations. 
Some of the other questions raised by cornmenters are already addreIsed in the final rule. 
For example, feed for minor species is covered by livestock feed provis/on$ within subpart C 
and the livestock feed labelng provisions within subpart D. The production and utilization of 
cuHnary herbs, including herbal teas, is covered by the provisions of the final rule. We do not 
envision needing to do additional ruJemaking on these two categories. 

Other requests by commenters have not been addressed. We have not acktlessed the 
IabeIng of pet food within this final rule because of the extensive cOl'lllulalion that wi! be 
required betvJ880 USDA. the NOSB, and the pet food Industry before any slaIldards on ... 
category could be considered. 

(3) Standards for Cosmetics. Body care Pn:!ducts. and [)jetary Supp!amen!s. A few 
commenters asked that the NOP include in the final rule c:ertlfic:ation standards for 
cosmetics, body care produc:ls, and dietary supplements. ProducIn and handIenI of 
agricultural products used as ingredients in cosmatics, body care products, and dietary 
supplements could be certified under these regulations. ProducIn and handIenI of these 
ingredients might find an inc:reesed market value for their ptOdIlds becallI8 of the additioIlRI 
assurence afforded by certIfic:ation. The ultimate labeling of cosmatics, body care products, 
and dietary suppJemants, however, is outside the scope of these regulations. 

(4) Pdyate Labe! ProdudI. Many commanters asked about the certIIk:atIon status of so
called "private label products." Private label products are Items for which a 18laIJer COl dJads 
with a processor to produce the procIud to the retailer's spadflCations and to be sold under 
the retailer's name. Commenters believe the ptopDsed ruIa was unclear on the certification 
requirements for these products. Any product laIlelad .. -100 cqallIc,- -org.1Ic,-or"m&eJe 
wIth. ..• must be certified reganften of the business ammgemants under which the product 
was produced. When a retail operetion COIlbacts for the production. padaIging, or laIleling of 
organic product, It is the certified production or handing operation that Is responsibJe for 
comp/yirag with the applicable organic production or handling regulations. 
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(5) State Oversight of Exempt and Exclyded Operations. Many commenters asked for 
clarification on the State's enforcement responsibility for exempt and excluded operations. 
The NOP is ultimately responsible for the oversight and enforcement of the program, 
including oversight of exempt and excluded operations and cases of fraudulent or misleading 
labeling. We expect, however, that States would want to monitor for false claims or 
misleading labeling under these regulations and would forward any complaints to the NOP. 
States that have an approved SOP, which includes regulation of operations excluded under 
the NOP, would be required to enforce those provisions. 

(6) Non-edible Fibers Products in the NOP. Some commenters asked the NOP to clarify the 
certification status of fibers such as cotton and flax. The final rule allows for certification of 
organically produced fibers such as cotton and flax. However, the processing of these fibers 
is not covered by the final rule. Therefore, goods that utilize organic fibers in their 
manufacture may only be labeled as a "made with ... " product; e.g., a cotton shirt labeled 
"made with organic cotton.· 

(7) Recordkeeping for Operations That Produce Organic and Non-organic Product. Several 
commenters recommended that "split operations," which are operations producing organic 
and non-organic agricultural products, be required to maintain separate records. These 
commenters believe that the proposed rule did not provide adequate provision for the 
maintenance of separate recordkeeping. The provisions within section 205.103(b)(1) and 
(b)(2) do indicate that operations which produce both organic and non-organic agricultural 
products must maintain a recordkeeping system that differentiates the organic portion of the 
operations from the records related to other portions of operations. 

(8) NOP Program Manual. A few commenters, particularly States, noted that the proposed 
rule made several references to program manuals as a mechanism for further clarifying 
certain portions of the rule. These commenters asked whether certifying agents should 
consider information contained in these manuals as enforceable regulations. NOP program 
manuals cannot be and are not intended to be the equivalent of regulations. Rather, the 
NOP envisions development of a program manual to serve as guidance for certifying agents 
regarding implementation- and certlflcatlon-related issues. Material contained within the 
program manual will be designed to address the organic agriculture principles of each final 
rule section, as appropriate, and to offer information that certifying agents should consider in 
making certification decisions that will be reliably uniform throughout the country. The use of 
program manuals as guidance to assist in developing uniform certification decisions is a 
standard industry practice, and the NOP has compiled examples of program manuals from 
both large and small certlflers. Because the NOP intends to use the examples it has 
acquired as the basis for any NOP guidance manual, we believe that most certifying agents 
will find such NOP manual, when developed, familiar and useful. Additionally, we will use the 
NOSB public meeting process to seek guidance from industry and the public on what 
information would be useful in a program manual and to provide input on the program 
manual as it is developed. Of course, if in developing program guidance, it appears that 
modifications or changes in the NOP final rule are required, such modifications would be 
mede through notice and comment rulemaking. 

(9) Use of Products from Exempt Operations as Organic Ingredients. A few commenters 
responded to the question in the proposed rule in which we asked whether handlers should 
be allowed to identify organically produced products produced by exempt production 
operations as organic ingredients. The proposed rule provided that all ingredients identified 
as organic in a multi-ingredient product must have been produced by a production or 
handling operation certified by an accredited certifying agent 

The commenters supported this position. These commenters believe that the potential for 
mislabeling outweighed any financial benefit that might accrue to exempt producers through 
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expanded market opportunities. We concur, and, therefore, have retained the prohibIIion on 
using products produced by an exempt production or handling opeialioo 8$ 0fg8I1ic 
ingredients 

(10) Exemption of Handling Operations producing Multi-ingredlent produc;ts. We have 
amended section 205.101(a)(3) by changing "50 percent" to '70 percent" to make it 
consistent with the amandmants to the labeling provisions. We have also edited section 
205.101(a)(4} for clarification purposes. AddItionaUy, we amended sections 205.101(a)(3) 
and 205.101(8)(4) by citing the labeling requirements of section 205.305. 11lese 
amendments have been made to clarify that handling operations exempted I.I1der these 
sections are subject to the labeling requirements of section 205.305. 

(11) Production and Handing in Cornp!ianc! with Federal Statutes. We have amended 
section 205.102 by removing paregraph (c). This paregraph provided that any agricuIluraI 
producl that is sold, labeled, or represented as "100 percent organic. • "organic: or "made 
with organic (specified ingredients)" must be produced end handled in compliance with 
appticable Federal statutes and their implementing regulations. We have taken this acIion 
because the provision is an identical restatement of section 212O(f) (7 U.S.C. 8519(1) of the 
Act. The Act makes clear that all production and handing opeiatioils are to comply with .. 
apprlC8ble Federal statutes and their implementing regulations. Therefore. it is UlWICassary 
to repeat the requirement in these regulations. 

(12) Foreian Applicants. We have removed section 205.104, which provided that the 
regulations in this part. as applicable. apply equaUy to domestic and foreign apple .. lis for 
accreditation, !iCC! edited certifying agents, domestic and foreign applicants for C8ftificatIon 
as organic production or handling opeialioos. and certified organic production and harding 
operations unless otherwise specified. 11lese regulations. as written, apply equaIy to .. 
appIcants for seaeditallon, accredited certifying agents, applicants for organic C8ftifica1ion. 
and certified organic operations. Accordingly. we have determined that section 205.104 is 
not necessary. 



Subpart B • Applicability 

§ 205.100 What has to be certified. 
Cal Except for operations exempt or excluded in § 205.101, each production or handling 
operation or specified portion of a production or handling operation that produces or handles 
crops, livestock, livestock products, or other agricultural products that are intended to be 
sold, labeled, or represented as "100 percent organic," "organic," or "made with organic 
(specified ingredients or food group(s»" must be certified according to the provisions of 
subpart E of this part and must meet all other applicable requirements of this part. 

(bl Any production or handling operation or specified portion of a production or handling 
operation that has been already certified by a certifying agent on the date that the certifying 
agent receives its accreditation under this part shall be deemed to be certified under the Act 
until the operation's next anniversary date of certification. Such recognition shall only be 
available to those operations certified by a certifying agent that receives its accreditation 
within 18 months from the effective date of this final rule. 

(el Any operation that: . 
(1) Knowingly sells or labels a product as organic, except in accordance with the Act, 
shall be subject to a civil penalty of not more than $10,000 per violation. 
(2l Makes a false statement under the Act to the Secretary, a governing State official, 
or an accredited certifying agent shall be subject to the provisions of seclion 1001 of 
title 18, United States Code. 

§ 205.101 Exemptions and exclusions from certification. 
(a) Exemptions. 

(1l A production or handling operation that sells agricultural products as "organic· but 
whose gross agricultural income from organic sales totals $5,000 or less annually is 
exempt from certification under subpart E of this part and from submitting an organic 
system plan for acceptance or approval under § 205.201 but· must comply with the 
applicable organic production and handling requirements of subpart C of this part and 
the labeling requirements of § 205.310. The products from such operations shall not 
be used as ingredients identified as organic in processed products produced by 
another handling operation. 
(2) A handling operation that is a retail food establishment or portion of a retail food 
establishment that handles organically produced agricultural products but does not 
process them is exempt from the requirements in this parl 
(3) A handling operation or portion of a handling operation that only handles 
agricultural products that contain less than 70 percent organic ingredients by total 
weight of the finished product (excluding water and salt) is exempt from the 
requirements in this part, except: 

(i) The provisions for prevention of contact of organic products with prohibited 
substances set forth in § 205.272 with respect to any organically produced 
ingredients used in an agricultural product; 
(II) The labeling provisions of §§ 205.305 and 205.310; and 
~jj) The recordkeeping provisions in paragraph (cl of this seclion. 

(4) A handling operation or portion of a handling operation that only identifies organic 
ingredients on the information panel is exempt from the requirements in this part, 
except: 

(I) The provisions for prevention of contact of organic products with prohibited 
substances set forth in § 205.272 with respect to any organically produced 
ingredients used in an agricultural product; 
(ii) The labeling provisions of §§ 205.305 and 205.310; and 
(iii) The recordkeeping provisions in paragraph (c) of this seclion. 
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(b) ExcIusjons. 
(1) A handing operation or portion of a handing opelalion Is excluded from the 
requirements of this part, except for the requirements for the prevei Ilion of 
commingling and conIBct with prohibited substances as set fortt1 in § 205.272 with 
respect to any organically produced products, if such opeIalio.l or portion of the 
operation only sells organic agricullural products labeled as "100 percent OIgallie," 
"organic," or "made with organic (spedfied ingredients or food group{$»" that 

(i) Are packaged or otherwise enclosed in a container prior to being received 
or acquired by 1he operation; and 
(iI) Remain in the same package or container and ani not oIharwIse 
processed wIllla in the control of the handing operation. 

(2) A handling operation that is a retail food establishment or portion of a retaI food 
estab6shrnent 1het processes, on 1he premises of 1he retail food estabIIsI'Imant raw 
and ready-to-eat food from agricultural products that were previously labeled as "100 
percent organic,' "organic," or "made with organic (specified Ingiedients or food 
group(s»" is excluded from the requirements in this part. except: 

(i) The requirements for 1he prevention of conIBct with prohibited suIlIJIlaIlC8S 
as set fortt1 in § 205.272; and 
(0) The labe6ng provisions of § 205.310. 

(c) Rec.ordS to be maintained by exempt operations· 
(1) Any handling operation exempt from certificeIIon pursuant to panIIIQr8ph (a)(8) or 
(a){4) of this section must maintain records sufficient to: 

(i) Prove that ingredients identified 8$ organic were organicaly produced and 
handled; and 
(iI) Verify quantities produced from such ingredients. 

(2) RecOIds must be meinlained for no less 1hen 3 years beyond thair aeation and 
the operations must allow representativeS of the Seaetaty and the appt able State 
organic Jirograms' governing State officiel access to these records for 1nspectIoi. and 
copying during nomlaI business hours to detemline compliance with the appfir""le 
regulations set fortt1 in this part. 

5 205.102 Use of the IemI, "organic." 
Any agricullural producl that is sold, labeled, or represented as "100 pen:8ld ClllIallic," 
"organic." or "made with organic (specified ingredients or food group{s»" must be: 
(a) Produced in accon:Iance with the requirements specified In § 205.101 or 55 205.202 
through 205.207 or 55 205.236 through 205.239 and all other applicable raquiremenIs of 
part 205; and 
(b) Handled in accordance with the requirements specified in § 205.101 or 55 205.270 
through 205.272 and all other applicable requirements of this part 205. 

§ 205.103 Rec;ordkeeping by cettilled operations. 
(a) A certified operation must maintain records concerning the production, harvesllng, and 
handing of agricultural products that ani or that ani intended to be sold, labaled, or 
represented as "100 percent organic," "organic," or "made with organic (specified Ir\gtedieuls 
or food group(s»." 
(b) Such records must 

(1) Be adapted to the particular business that the certified opeIalion is conc:Juc:ting; 
(2) Fully disclose all activities and transactions of the certified operation in sutncieI d 
detail 8$ to be readily understood and audited; 
(3) Be maintained for not less than 5 years beyond their aealion; and 
(4) Be sufficient to demonstrate compliance with the Act and the reguIaIlons in this 
part. 
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(c) The certified operation must make such records available for inspection and copying 
during normal business hours by authorized representatives of the Secretary, the applicable 
State program's governing State official, and the certifying agent. 

§ 205.104 [Reserved] 

§ 205.105 Allowed and prohibited substances, methods, and ingredients in organic 
production and handling. 
To be sold or labeled as "100 percent organic," "organic," or "made with organic (specified 
ingredients or food group(s»," the product must be produced and handled without the use of: 
(a) Synthetic substances and ingredients, except as provided in § 205.601 or § 205.603; 
(b) Non-synthetic substances prohibited in § 205.602 or § 205.604; 
(c) Nonagricultural substances used in or on processed products, except as otherwise 
provided in § 205.605; 
(d) Non-organic agricultural substances used in or on processed products, except as 
otherwise provided in § 205.606; 
(e) Excluded methods, except for vaccines, Provided, That, the vaccines are approved in 
accordance with § 205.6oo(a); 
(f) Ionizing radiation, as described in Food and Orug Administration regulation, 21 CFR 
179.26; and 
<g> Sewage sludge. 

§§ 205.106-205.199 [Reserved] 
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Subpart C - Organic Crop, Wild Crop, LIvestock, and Handling Requinlmenls 

Description of Regulations 

General Requlreme .. 1ri 
This subpart sets forth the requirements 1IVith which produdion and handing opetalions must 
comply in Older to sell, label, or,.present agricultural products as 8100 pen:enl organic: 
·organic, • or "made 1IVith organic (specified Ingredients or food group(s».· The producer or 
handler of an organic production or handling openl1lon must comply 1IVith aI applicable 
provisions of subpart C. Any production practice ImpIemenled in accordance wIIh this 
subpart must maintain or Improve the natural resOl.lR:8S, inducling soi ancI water quality, of 
the operation. Production and handling operations which sell, label, or represent agricultural 
products as organic in any manner and which are exempt or excluded from certilicalion must 
comply 1IVith the requi,.ments of this subpart. except for the development of an organic 
system plan. 

Procluction and HandIng (General) 
The Organic Food Production Act of 1990 (OFPA or Act) requiras that aI cmp. wild ClOp, 
livestock, and handling operations requiring certification submit an organic system plan 10 
thair certifying agent and, whare applicable, the State organic program (SOP). The organic 
system plan is a detailed description of how an operation wi. achieve, cIoaA'nent, and 
sustain compliance wIIh 81 applicabia provisions In the OFPA and these regulations. The 
certifying agent must concur that the proposed organic system plan fulfills the requinIments 
of subpart C, and any subsequent modification of the organic plan by the producer 01' 
handler must receive the approvel of the certifying agent. 

The organic system plan is the forum through which the producer 01' handler and C8I'IIryi'Ig 
agent coIIaboIate to define, on a site-specIfk: basis, how 10 achieve and docunent 
compliance with the requirements of cerlification. The organic system plan corrunils the 
producer or hancIIer to 8 sequence of practices and procedures resulting in an opeealiOll that 
complies with every applicable provision in the regulations. AccradItaIion qt' ras the 
certifying agent to attest to whether an organic system plan comports wIIh the organic 
standard. The organic system plan must be negotiated, enacted, and amended Iv'ough ... 
informed dialogue between certifying agent and producer or handler, ancI II: must be 
responsive to the unique characteristics of each opeIalion. 

An organic system plan contains six components. FII'St, the organic system plan must 
descrlbe the practices ancI procedures used, Including the frequency wIIh which they wit be 
used, in the certified operation. Second, it must list and daac:tarize each substance used 
8S 8 production or handling input, including the doc:umentaIion of commen:i8I availability, .. 
applicable. ThIrd, it must Identify the monitoring tect .. "'Iiques, which wit be used to verify that 
the organic plan is being implemented in 8 manner, which complies wIIh aI applicable 
requill!ments. Fourth, It must explain the recordkeeping system used 10 pntS8MI the ideiillly 
of organic products from the point of cer"dficatIon through delivefy 10 the customer who 
assumes legal title to the goods. Fifth, the organic system plan must dlsalbe the 
management practices and physical barriers established to prevent comrnirogIIlO of organic 
and non-organlc products on a sprll operation and to prevent wntect of organic production 
and handling operations and products with prohibited substar1c8s. FmaIIy, the OIganic 
system plan must contain the additional information deemed necessary by the C8ItifyIng 
agent to evaluate site-specific conditions relevant to compIance wIIh these or applicable 
State program ragufations. Producers or handlers may submit 8 plan .eloped 10 comply 
with other Federal, State, or local regulatory programs If it fulfills the requirements of an 
organic system plan. 
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The first element of the organic system plan requires a narrative or other-descriptive format 
that identifies the practices and procedures to be performed and maintained, including the 
frequency with which they will be performed. Practices are tangible production and handling 
techniques, such as the method for applying manure, the mechanical and biological methods 
used to prepare and combine ingredients and package finished products, and the measures 
taken to exclude pests from a facility. Procedures are the protocols established for selecting 
appropriate practices and materials for use in the organic system plan, such as a procedure 
for locating commercially available, organically produced seed. Procedures reflect the 
decision-making process used to implement the organic system plan. 

By requiring information on the frequency with which production and handling practices and 
procedures will be performed, the final rule requires an organic system plan, to include an 
implementation schedule, including information on the timing and sequence of all relevant 
production and handling activities. The plan will include, for example, information about 
planned crop rotation sequences, the timing of any applications of organic materials, and the 
timing and location of soil tests. Uvestock management practices might describe 
development of a rotational grazing plan or addition of mineral supplements to the feed 
supply. A handling operation might identify steps inVOlved in locating and contracting with 
farmers who could produce organic ingredients that were in short supply. 

The second element that must be included in an organiC system plan is information on the 
application of substances to land, facilities, or agricultural products. This requirement 
encompasses both natural and synthetic materials allowed for use in production and 
handling operations. For natural materials, which may be used in organic operations under 
specific restrictions, the organic plan must detail how the application of the materials will 
comply with those restrictions. For example, farmers who apply manure to their fields must 
document in their organic system plans how they will prevent that application from 
contributing to water contamination. A producer and handler who bases the selection of seed 
and planting stock material under section 205.204 or an agricultural ingredient under section 
205.301 on the commercial availability of that substance must provide documentation in the 
organic system plan. 

The third element of the organic system plan is a description of the methods used to 
evaluate its effectiveness. Producers and handlers are responsible for identifying 
measurable indicators that can be used to evaluate how well they are achieving the 
objectives of the operation. For example, production objectives could be measured through 
regular tallies of bushels or pounds of product sold from the farm or in numbers of cases 
sold from a handling operation. Indicators that can identify changes in quality or 
effectiveness of management practices could be relatively simple, such as the information 
contained in a standard soil test. The specific indicators used to evaluate a given organic 
system plan will be determined by the producer or handler in consultation with the certifying 
agent. Thus, if the organic system plan calls for improvements in soli organic matter content 
in a particular field, it would include provisions for analyzing soil organic matter levels at 
periodic intervals. If herd health improvement is an objective, factors such as somatic cell 
count or observations about changes in reproductive patterns might be used as indicators. 

The fourth element of the organic system plan is a description of the recordkeeping system 
used to verify and document an audit trail, as appropriate to the operation. For each crop or 
wild-Crop harvested, the audit trail must trace the product from the field, farm parcel, or area 
where it is harvested through the transfer of legal title. A livestock operation must trace each 
animal from its entrance into through removal from the organic operation. A handling 
operation must trace each product that is handled and sold, labeled, or represented as 
organic from the receipt of its constituent ingredients to the sale of the processed product. 



The fifth element that must be Included in an organic system plan perIains to spill production 
or handling operationS. ThIs provision requiles an OpeIation that produces boIh organic and 
non-organic producIs to describe the management pn!ICIices and physical barriers 
established to prevent comminglng of organic and non-organIc products. ThIs requiAllnent 
addtesses contact of organic products. including fM!Stock, organic field units, storage_. 
and packaging to be used for organic products, with prohibited substances. 

The specific requirements to be included in an organic system plan are not Isted here. The 
accreditation process provides an assurance that certifying agents are competent to 
determine the specific documentation they require to review and evaluata an operation's 
organic system plan. SectIon 205.200(a)(8) allows a certifying agent to request additional 
information needed to determine that an organic system plan meets the requinIments of this 
subpart. The site-specific nature of organic producIion and handling necessRatas that 
cettifying agents have the authority to determine whether specific information is needed to 
carry cut their function. 

Crop Production 
Any field or farm parcel used to produce an organic crop must have been managed In 
accordance with the requirements in sections 205.203 through 205.208 and have had no 
prohibited substances applied to it for at least 3 years prior to harvest of the crop. Such fields 
and farm parcels must also have distinct, defined boundaries and buffer zones to pe"ent 
contact with the land or crop by prohibited substances applied to adjoining land. 

A producer of an organic crop must manage sol fertility. Including .. and aJIIvalion 
pn!ICIices. in a manner that maintains or improves the physical. chemIceI. and bioklgicIII 
concrdion of the sol and minimizes sol erosion. The producer must manage crop n.drieIltI 
and sol fertility through rotatIonS, cover crops. and the appIicetIon of plant and aninIII 
materials. The producer must manage plant and animal materials to maintain or improve soil 
organic matter content in a manner that deas not ccntnbute to contamination of crops, soil, 
or water by plant nutrients, pathogenic organisms, heavy metals, or residues of prohibited 
substances. Plant and animal materials include raw animal manure, ccmpcsted plant and 
animal materials, and un-composted plant materials. Raw animal manure must eIIher be 
ccmposted. applied to land used for a crop not intended for human consumpIon. or 
inccrporated into the sol at least 90 days before harvesting an edible product that does not 
come into contact with the sol or sol particles and at least 120 days before harlllsling an 
edible product that does come into contact with the sol or sell particles. CoqIosted plant or 
animal materials must be produced through a process that establishes an Inillal caIbcn-to
nitrogen (C: N) ratio of between 25:1 and 40:1 and achieves a ternperabn beIxr..'8an 131F 
and 170F. Composting operations that utilize an In-vesseI or static 86Ial&d pile S)slem must 
maintain a temperature within that renge for a minimum of 3 days. Ccmposting OpeIaIions 
that utilize a windrow ccmposting system must maintain a temperature within that range for a 
minimum of 15 days. during which lime the materials must be tumed five timH. 

In addition to these pn!ICIices and materials, a producer may apply a crop nutrient or sell 
amendment included on the National list of synthetfc substances allowed in crop prodIlCIIon.. 
The producer may apply a mined substance of low solubility. A mined subslailOB of high 
solubility may only be applied If the substance Is used in ccmpIiance with the ... "IOIaIIDi. on 
the National list of IIOI"HyflIheti materials prohibited In crop poduction. Ashes of Ui llleated 
plant or animal materials which have not been ccmbInad with a prohibited substance and 
which are not included on the National list of non-syllIhetic substances pro/1ibited for use in 
organic crop production may be used to produce an organic crop. A plant or animal malaltal 
that has been chemically altered by a manufacturing process may be used only If it is 
included on the National Ust of synthatic substances allowed for use in organic production. 
The producer may not use any fertilizer or ccmposted plant and animal material that 
contains a synthetic substance not allowed for crop producIion en the NatIonal list or use 
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sewage sludge. Buming crop residues as a means of disposal is prohibited, except that 
buming may be used to suppress the spread of disease or to stimulate seed germination. 
The producer must use organically grown seeds, annual seedlings, and planting stock. The 
producer may use untreated non-organic seeds and planting stock when equivalent organic 
varieties are not commercially available, except that organic seed must be used for the 
production of edible sprouts. Seed and planting stock treated with substances that appear on 
the National List may be used when an organically produced or untreated variety is not 
commercially available. Non-organically produced annual seedlings may be used when a 
temporary variance has been established due to damage caused by unavoidable business 
interruption, such as fire, flood, or frost Planting stock used to produce a perennial crop may 
be sold as organically produced planting stock after it has been maintained under a system 
of organiC management for at least 1 year. Seeds, annual seedlings, and planting stock 
treated with prohibited substances may be used to produce an organic crop when the 
application of the substance is a requirement of Federal or State phyiosanitary regulations. 

The producer is required to implement a crop rotation, including but not limited to sod, cover 
crops, green manure crops, and catch crops. The crop rotation must maintain or improve soil 
organic matter content, provide for effective pest management in perennial crops, manage 
deficient or excess plant nutrients, and control eroSion to the extent that these functions are 
applicable to the operation. 

The producer must use preventive practices to manage crop pests, weeds, and diseases, 
including but not limited to crop rotation, soil and crop nutrient management, sanitation 
measures, and cultural practices that enhance crop health. Such cultural practices include 
the selection of plant species and varieties with regard to suitability to site-specific conditions 
and resistance to prevalent pests, weeds, and diseases. Mechanical and biological methods 
that do not entail application of synthetic substances may be used as needed to control pest, 
weed, and disease problems that may occur. Pest control practices include augmentation or 
introduction of pest predators or parasites; development of habitat for natural enemies; and 
non-synthetiC controls such as lures, treps, and repellents. Weed management practices 
include mulching with fully biodegradable materials; mowing; livestock grazing; hand 
weeding and mechanical cultivation; flame, heat, or electrical techniques; and plastiC or 
other synthetic mulches, provided that they are removed from the field at the end of the 
growing or harvest season. Disease problems may be controlled through management 
practices that suppress the spread of disease organisms and the application of non-synthetic 
biological, botanical, or mineral inputs. When these practices are insufficient to prevent or 
control crop pests, weeds, and diseases, a biological or botanical substance or a synthetiC 
substance that Is allowed on the National Ust may be used provided that the conditions for 
using the substance are documented in the organic system plan. The producer must not use 
lumber treated with arsenate or other prohibited materials for new installations or 
replacement purposes that comes into contact with soil or livestock. 

A wild crop that is to be sold, labeled, or represented as "100 percent organic," "organic," or 
"made with organic (specified ingredients or food group(s»" must be harvested from a 
designated area that has had no prohibited substances applied to it for a period of 3 years 
immediately preceding the harvest of the wild crop. The wild crop must also be harvested in 
a manner that ensures such harvesting or gathering will not be destructive to the 
environment and will sustain the growth and production of the wild crop. 

Livestock Production 
Any livestock product to be sold, labeled, or represented as organic must be maintained 
under continuous organic management from the last third of gestation or hatching with three 
exceptions. Poultry or edible poultry products must be from animals that have been under 
continuous organic management beginning no later than the second day of life. Milk or milk 
products must be from animals that have been under continuous organic management 
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beginning no later than 1 year prior to the produdion of such products. eJapt for the 
conversion of an entire, distinct herd to organic produdion. For the fht 9 months of the year 
of conversion, the producer may provide the herd wHh a minimum of 8O-percent feed that is 
either organic or produced from land included in the organic system plan and managed in 
compliance with organic crop requirements. During the final 3 months of the year of 
conversion, the prodUcer must provide the herd feed in compliance with aedion 205.237. 
Once the herd has been converted to organic produdion, aD dally animals shall be under 
organic management from the last third of gestation. livestock used as breedeI stock may 
be brought from a non-organic operation into an organic operation at any time, proykIed that, 
if such IIveatock are geatating and the offspring are to be organically raised from birIl, the 
breeder stock must be brought into the organic operation prior to the last third of gestation. 

Should an animal be brought into an organic opeIalion pursuant to this aedion and 
subsequently moved to a non-organic operation, neither the animal nor any products derived 
from it may be sold, labeled, or represented as organic. Breeder or dairy stock that hils not 
been under continuous organic management from the last third of gestation may not be sold, 
labeled, or repraaented as organic slaughter stock. The producer of an OIgalic livesloek 
operaUon must maintain records sufficient to preserve the identity of all organically managed 
livestock and all edible and non-edibla organic livestock products produced on his or her 
operaUon. 

Except for non-aynthatic substances and synthetic substances Induded on the National Lilt 
that may be used as feed aupplamants and ackfdive5, the total feed ration for hstrldc 
managed in an organic operation must be composed of agrlcullural products, including 
pasture and forage, that are organically produced. Any porUon of the feed ration that is 
handled must comply with organic handling requirements. The producer must not use animal 
dlugs, including hormonas, to promote growth in an animal or provide feed supplements or 
additives in amounts above those needed for adequate growth and health maidlMance for 
the apeciea at its specific stage of life. The producer must not feed animals under organic 
management plastic pellets for roughage or formulas containing \All or IIB'IURt. The 
feeding of mammalian and pouItIy slaughter by-f>roducts to mammals or pouItIy is 
prohibited. The producer must not supply anilnal feed, feed additIvea, or feed luppIemenIs in 
violation of the Federal Food, Drug, and Coametic Ad. 

The producer of an organic livestock operation must ealabllsh and mainlain pnliI8I1IIve 
animal heaith care practicea. The producer must HIecl specieI and typal of Ii\; .11Ddt wilt 
regard to sulIability for afte.specific conditions and raaisIance to prevalent dilIeaslS and 
parasites. The producer must provide a feed ration including vitanlins, minerals, piobllr .. 
and/or amino acids, fatty acids, energy sources, and, for ruminants, fiber. The producer must 
ealablish appropriata housing, pasture condltiona, and sanitation pracIicea to minimize the 
occurrence and spraad of diseases and parasites. Animals in an OIganic livealDdt opeIation 
must be mainlained under conditions that provide for exeIcIae, freedom of movement. and 
reduction of stress appropriate to the apeciea. Additionally, an physicalallelatioona perfonned 
on animals in an organic IIveatock opelalion must be conducted to promoI8 the anil ,. wei". and in a manner that minimizes stress and pain. 

The producer of an organic IIveatock operation must administer vaccines and oilier 
veterinary biOlogics as needed to protect the well being of animals in his or her care. When 
preventive practices and veterinary biologics are Inadequate to prevent siclenesa, the 
producer may administer madicaIions included on the National list of lI)illhelic substailces 
allowed for use in livestock operations. The producer may not adminisIIIr &yilH i8IIC 
parasiticides to breeder stock during the last third of gestation or during lac:talion If the 
progeny is to be sold, labeled, or represented as organically produced. After administering 
synthetic parasiticides to dairy stocIc. the producer must observe a 9O-day withdrawal period 
before saDing the milk or milk products produced from the treated animal as organically 
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produced. Every use of a synthetic medication or parasiticide must be incorporated into the 
livestock operation's organic system plan subject to approval by the certifying agent. 

The producer of an organic livestock operation must not treat an animal in that operation 
with antibiotics, any synthetic substance not included on the National List of synthetic 
substances allowed for use in livestock production, or any substance that contains a non
synthetic substance included on the National List of non-synthetic substances prohibited for 
use in organic livestock production. The producer must not administer any animal drug, other 
than vaccinations, in the absence of illness. The use of hormones for growth promotion is 
prohibited in organic livestock production, as is the use of synthetic parasiticides on a routine 
basis. The producer must not administer synthetic parasiticides to slaughter stock or 
administer any animal drug in violation of the Federal Food, Drug, and Cosmetic Act. The 
producer must not withhold medical traatment from a sick animal to maintain its organic 
status. All appropriate medications and treatments must be used to restore an animal to 
health when methods acceptable to organic production standards fail. Livestock that are 
traated with prohibited materials must be cleaJ1y identified and shall not be sold, labeled, or 
represented as organic. 

A livestock producer must document in his or her organic system plan the preventative 
measures he or she has in place to deter illness, the allowed practices he or she will employ 
if illness occurs, and his or her protocol for determining when a sick animal must receive a 
prohibited animal drug. These standards will not allow an organic system plan that envisions 
an acceptable level of chronic illness or proposes to deal with disease by sending infected 
animals to slaughter. The organic system plan must reflect a proactive approach to health 
management, drawing upon allowable practices and materials. Animals with conditions that 
do not respond to this approach must be treated appropriately and diverted to non-organic 
markets. 

The producer of an organic livestock operation must establish and maintain livestock living 
conditions for the animals under his or her care, which accommodate the health and natural 
behavior of the livestock. The producer must provide access to the outdoors, shade, shelter, 
exercise areas, fresh air, and direct sunlight suitable to the species, its stage of production, 
the climate, and the environment. This requirement includes access to pasture for ruminant 
animals. The producer must also provide appropriate clean, dry bedding, and, if the bedding 
is typically consumed by the species, it must comply with applicable organic feed 
requirements. The producer must provide shelter designed to allow for the natural 
maintenance, comfort level, and opportunity to exercise appropriate to the species. The 
shelter must also provide the temperature level, ventilation, and air circulation suitable to the 
species and reduce the potential for livestock injury. The producer may provide temporary 
confinement of an animal because of inclement weather; the animal's stage of production; 
conditions under which the health, safety, or well being of the animal could be jeopardized; 
or risk to soil or water quality. The producer of an organic livestock operation is required to 
manage manure in a manner that does not contribute to contamination of crops, soil, or 
water by plant nutrients, heavy metals, or pathogeniC organisms and optimizes nutrient 
recycling. 

Handling 
Mechanical or biological methods can be used to process an agricultural product intended to 
be sold, labeled, or represented as "100 percent organic," "organic,' or "made with organic 
ingredients" for the purpose of retarding spoilage or otherwise preparing the agricultural 
product for market. Processed multi-ingredient products labeled "100 percent organic," may 
only use wholly organic ingredients, pursuant to paragraph (a) of section 205.301. 
Nonagricultural substances that are allowed for use on the National List and non-organically 
produced agricultural products may be used in or on ·organic" and "made with ... " products 
pursuant to paragraphs (b) and (c) of section 205.301, respectively. Documentation of 
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commercial availability of eadI substance to be used as a IlOfloOItI8Ilic illQredient In products 
labeled ·organic" must be listed in the organic handling system plan In ac::conIance with 
section 205.201. 

Handlers are prohibited from using: (1) ionizing radiation for the treatment« PlOC8IIing of 
foods: (2) ingredients produced using excluded methods; or (3) VOIatife synthetic solvents In 
or on a processed product or any ingredient which Is sold, labeled, « rep 8S8111ed 8$ 

organic. The prohibition on ionizing radiation for the trea1ment or procaling of foods Is 
discussed under Applicability, section 205.105. This rule do8I not prohibit ., organic 
handling operation from using Food and Drug Administration (FDA)-approved X-rays for 
inspecting packaged foods for foreign objeCtS that may be inadvertently commingled in the 
packaged product. 

The two paragraphs on excluded methods and ionizing radiation in section 205.27O(c) of the 
proposed rule are replaced with new paragraph (e)(1) which ~ 1hose 
practices under paragraphs (e) and (f) of section 205.105. ~ section 205.105 c:IeaIty 
specifies that ionizing radiation and exduded methods are two Plactices that hancIIerI must 
not use in producing organic agricullural producIs and ingredients. The pmhIbiIion on the 
use of volatile synthetic soIvent8, also induded under paragraph Cc) of section 205.270 do8I 
not apply to non-organic Ingndents In "made with ... • products. 

The practice standard for facility pest menagement under section 205.271 requinIs the 
producer or handler opeIalilg a faciRty to use management pracIic:8$ to coubol and Pl8'8nt 
pest infestations. Prevention practices in paragraph Ca> indude removing pest t.abitats, food 
souroas, and breeding areas: prevanting access to handling faciIiIias; and controlling 
environmental factors, such as temperature. right, humidity. atrnosphent. and air circulation, 
to prevent pest reproduction. Permitted pest control methods in p8Iaglaph (b) include 
mechanical or physical COIibots, such as traps. light. or sound. Lures and repelants using 
non-synthetic substances may be used 8$ pest COIiboia Lures and repellents with sYlilhetic 
substances that are allowed on the NationaIlIsI also may be used. Prevention and cOilliol 
practices in paragraphs Ca) and (b) may be used concurrently. 

If the practices in paragraphs (a) and (b) are not effedIve. amended paragraph (c) provides 
that handlers may then use a non-synlhetic « synthetic substance oonsIstant with Natiollal 
List If the measures and substances provided under paragraphs Cal. (b). and (e) are not 
effective. SYIiUMtIlc substances not on the National Ust may be used to conllol pest 
infestations. Under new paragraph (d). the handler and the operation's cerIiI'ying agent, prior 
to using sud'l a substance, must agree on the substance to be used to COIllloi the pest. 
measures to be taken to prevent contact with orga'1lca11y produced product. and ingnKf ....... 
that may be in the handling faciRty. 

ThIs rule recognizes that certain local, State. and Federal laws « reglllalklilS may Iaquire 
inIervention with prohibited substances before « at the same time subslaliCia allai\i8d In 
paragraphs (b) and (e) are used. To the extent that this occurs, this rule penllits the handler 
to foIow such laws and regulations to market a product 8$ organicaly handled. provided that 
the product does not come Into contact with the pest COl ibol substance used. 

The extent of pest infestation cannot be foreseen when ., organic plan it submitIad by the 
certified opeIalion and approved by the certifying agent. A handler who uses any non
synthetic or synthetic substal iC8 to control facility pests must update its organic I1andIW1g 
system plan to address all measures taken « intanded to be taken to Plevent COiitact 
between the substance and any organically produced ingredient «finished product 

Section 205.272 provides additional practice standards that must be followed by an organic 
handling operation to prevent the comrningfing of organic and non-organic products and to 



protect organic products from contact with prohibited substances. An organic handling 
operation must not use packaging materials and storage containers or bins that contain a 
synthetic fungicide, preservative, or fumigant in handling an organic product. The operation 
also must not use or reuse any storage bin or container that was previously in contact with 
any prohibited substance unless the reusable bin or container has been thoroughly cleaned 
and poses no risk of prohibited materials contacting the organic product. 

Temporary Variances 
This subpart establishes conditions under which certified organiC operations may receive 
temporary variances from the production and handling provisions of this subpart. The 
Administrator may establish temporary variances due to: (1) Natural disasters declared by 
the Secretary; (2) unavoidable business interruption caused by natural cetastrophes such as 
drought, wind, fire, flood, excessive moisture, hail, tomado, or earthquake; or (3) to conduct 
research on organic production and handling techniques or inputs. An SOP's goveming 
State official or a certifying agent may recommend that the Administrator establish a 
temporary variance for various reasons including an unavoidable business interruption. The 
Administrator will determine how long a temporary variance will be in effect at the time it is 
established, subject to such extenSion as the Administrator deems necessary. Temporary 
variances may not be issued to allow use of any practice, material, or procedure that is 
prohibited under section 205.105. 

The proposed rule inadvertentiy omitted the SOP's goveming State official as having 
authoritY to recommend a temporary variance to the Administrator. We have added that 
authority in paragraph (b) of section 205.290. 

Upon notification by the Administrator that a temporary variance has been established, the 
certifying agent must inform each production and handling operation it certifies that may be 
affected by the temporary variance. For example, if a drought ceuses a severe shortage of 
organically produced hay, a dairy operation may be permitted to substitute some non
organic hay for a portion of the herd's diet to prevent liquidation of the herd. The producer 
must keep records showing the source and amount of the non-organic hay used and the 
timeframe needed to restore the total feed ration to organic sources. The certifying agent 
may require that the next organic plan include contingency measures to avoid the need to 
resort to non-organic feed in case of a future shortage. 

General - Changes Based on Comments 
This subpart differs from the proposal in several respects as follows: (1) Maintain or Improve 
Provision for Production Operations Only. A number of commenters questioned whether the 
requirement in the proposed rule that an operation must "maintain or improve the natural 
resources of the operation, including soil and water quality" applied to handling as well as 
production operations. They stated that handling operations are not integrated into natural 
systems the way that production systems are. As a result, these commenters were uncertain 
how handlers could fulfill the "maintain or improve" requirement. 

The "maintain or improve" requirement addresses the impact of a production operation on 
the natural resource base that sustains it and, as such, does not apply to handling 
operations. We have modified the final rule in section 205.200 by limiting the "maintain or 
improve" requirement to production practices. 

(2) Management Practices and Physical Barriers to Prevent Commingling. Many 
commenters, including numerous certifying agents, stated that the proposed provisions for 
an organic system plan were not adequate for the task of certifying an operation that 
produces both organic and non-organic products. The commenters requested that the final 
rule incorporate the provisions establiShed in the OFPA for certifying these split operations. 
These provisions include separate recordkeeping for the organiC and non-organic operations 
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and the implementation of protective practices to prevent the comllllnging of product and the 
unintentional contact of organic product with prohibited substances. We have amended the 
provisions for an organic system plan in section 205.201(a)(5) to require glea1ar 
accountabilily regarding the segregation of organic and non-organlc products in II spill 
operation. The changes we made incorporate language from the OFPA ("physical facilltie$, 
managament practices") to provide clear criteria for producers, handlers and certilYUlg 
agents to agree upon an organic system plan that protects the illle$Iilly of organic product 

(3) Commercial AvaRabilly. The proposed rule required that a raw or processed agdcuIIanI 
produd sold, labeled, or represented as organic must contain not len than 95 peroant 
organically produced raw or processed agricultural product. Additionally, section 205.608 of 
the proposed rule allowed any non-organlcally produced agricultural product to be used in 
the 5 percent non-organic component of an agricultural product sold, labeled, or represented 
as organic. Many commenters objected to these provisions and recommended that non
organically produced agriculturel products should only be allowed in an organic product 
when the organically produced form wei not commen:ially available. Commentera sI8IiId 
that aHowing non-organIcaIIy produced agricultural products within the 5 pen:ent would 
significantly weaken demand for many organically produced commodities, especialy herbs 
and spices. These commenters stated that herbs and spices often consIiIute less than 5 
percent of the ingredients in a raw or processed agricultural product and that halldIer$ 
producing an organic product would instinctively seek out the less expensive non-organic 
variely. They also indicated that the 5 percent component is an important market for many 
products produced from organically produced rrvestock, such 81 mIk derivatives and meat 
by-produdS, that are not typically marketed direCtly to consumers. Commenters stated that 
the preponderance of current certification programs use the commen:IaI availability ailelion 
when datermining whether a non-organically produced agricuIturel product may be used 
within the 5 percent component. Commenters cited the National Organic Standards Boan:I'a 
(NOSB) recommendation that organic agricultural producIs be used in this 5 pen:ent 
component unless they are commercially unaV8l1able and requested that the final rule 
incoipOi8te the aiteria for datermining comrneIcial availability that accompanied that NOSB 
recommendation. 

We agree with commenters that a prefenInce for organically produced agricuIII.raI 
commoditias, when commen:ially available, can beneftt organic producens, handlers, and 
consumers in a variety of ways. We believe that the commercial avaHablllty requirement may 
aHow consumers to have confidence that processed products labeled 81 -organic" conlain 
the highest feasible percentage of organic inaredlents. Some producers may beneIIt from 
any market incentive to supply organically produced minor Ingredients that handlers need for 
their processed producIs. We recognize that the provision does impose an additiollal 
requirement on handters who must ascertain whether the agricultural illQledients they use 
are commen:ially available in organic form. The NOSB rEICOIII.18ilded that the final rule 
contain a commen:IaI avaHability provision based upon the guidelines de'.elnpecl by the 
American Organic Standards projed of the Organic Trede AslOciatior"L For these reasons. 
we have amended the final rule to requina that an agricultural commodity used 81 an 
ingredient in a raw or processed product labeled 81 organic must be organic when the 
ingrecfl8flt is commen:ially available in an organic form. 

While recognizing the potential benefits of applying the commerdaI avallabMy sIaIldaRI to aI 
agricultural ingredients in a processed product, we are concamed that enfon:illg this 
provision could impose an excessive burden on handlens. Although many commanIarS 
stated that some existing certifying agents apply a commen:IaI availability sIaIldaRI. we do 
not have complete information on the aiteria used by these C8f1Ifying agents, and we are 
unsure whether a consensus exists on criteria for commercial availability within the organic 
community. Additionally, we are concerned that, unless the standard is clearly articulated 
and consistenUy interpreted and enforced, It wiD not be effective. DIsagreement among 
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certifying agents regarding when and under what circumstances an ingredient is 
commercially available would undermine our intent to create an equitable and enforceable 
standard. 

AMS is soliciting additional comment and information on a number of issues conceming the 
development of standards for the commercial availability of organically produced agricultural 
commodities used in processed products labeled as "organic." On the basis of these 
comments and information and additional recommendations that the NOSB may develop, 
AMS will develop a commercial availability standard for use in implementing the final rule. 
AMS intends to develop the commercial availability standard and incorporata it within the 
final rule prior to the commencement of certification activities by accredited certifying agents. 
This approach will provide organic handlers and certifying agents the standard necessary to 
incorporate the consideration of commercial availability of ingredients in an organic system 
plan at the time that the USDA organic standard comes into use. Specifically, AMS requests 
comments and information addressing the following questions: 

What factors, such as quantity, quality, conSistency of supply, and expense of different 
sources of an ingredient, should be factored into the consideration of commercial 
availability? What relative importance should each of these factors possess, and are there 
circumstances under which the relative importance can change? 

What activities and documentation are sufficient to demonstrate that a handler has taken 
appropriate and adequate measures to ascertain whether an ingredient is commercially 
available? • 

How can AMS ensure the greatest possible degree of consistency in the application of the 
commercial availability standard among multiple certifying agents? 

Could potentially adverse effects of a commercial availability standard, such as uncertainty 
over the cost and availability of essential ingredients, impact or impede the development of 
markets for organically processed products? 

What economic and administrative burdens are imposed by the commercial availability 
standards found in existing organiC certification programs? 

How would producers benefit from market incentives to increase use of organic ingredients 
that result from a commercial availability standard? 

Would lack of a commercial availability standard provide a disincentive for handlers of 
products labeled "organic" to seek out additional organic minor ingredients? What impacts 
could this have on producers of minor ingredients? 

AMS welcomes any new or unpublished research results or information that exists 
conceming a commercial availability standard. AMS specifically invites comment from 
establishments that currently operate using commercial availability or a comparable 
provision in the conduct of their business. AMS will receive comment on this issue until 90 
days attar publication of the final rule. 

(4) Conservation of Biodiversitv. Many commenters recommended amending the definition 
of organiC production to include the requirement that an organic production system must 
promote or enhance biological diversity (biodiversity). Commenters stated that the definitions 
for organic production developed by the NOSe and the Codex Commission include this 
reqUirement. We agree with these commenters and have amended the definition of organic 
production to require that a producer must conserve biodiversity on his or her operation. The 
use of ·conserve" establishes that the producer must initiate practices to support biodiversity 
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and avoid, to the extent practicable, any acIlvItIes that would diminish II. ComplIance with the 
requirement to conserve biodiversity requires that a producer UICOI'pOIa18 practices in his or 
her organic system plan that are beneficial to biodiversity on his or her opendion. 

GeneraI- Changes Requested But Not Made 
This subpart retains from the proposed rule regulations on which we received COIIHII8i1IS es 
follows: 

Organic Plan ExceSS!ye!y Restrictive. One organic Inspector was COIlcalliad that the 
requirements of the organic system plan were too prasc1fptiv8 and would create an 
excessive paper work bu1den for producers and handlers. The commenter staI8d that the 
excessive specificity of certain requirements (composition and source of every substance 
used), combined with the ambiguity of others (soil and tissue testing requirad but with no 
mention of the frequency), would confuse the working relationship between a producer or 
handler and his or her certifying agent. The commenter was c:oncamed that strict acIIenNa 
to the spaclfications in the organic system plan would compromise the ability of producers 
and handlers to run their businesses. While agreeing that flexibility in the development of the 
organic system plan was valuable, the commenter staI8d that producers and hancIers, not 
the certifying agent. must retain the primary managerial role for their operation. Other 
commenters maintained that the organic system plan requirements were too ambiguous and 
would inhibit certifying agents' efforts to review necessary information. For example, a trade 
association commented that the absence of specific recordkeeping requirements for 
livestock feed materials, medicaliOllS, and health care aclivities would impair compliance 
monitoring. 

The provisions for an organic system plan were one of the most signillcanlly nwIsed 
components of the proposed rule, and, with minor changes related to spit operations, we 
have retained them in the final rule. These provisiorlS provide ample disCletion for producers, 
handlers, and certifying agents to perform their duties wille recognizing that RUuaI CorISlnt 
is a prerequisite for them to meet their responsibiIitie The organic system plan &nabla. 
producers and handlers to propose and certifying agant:s to approve siIa and operaliofr. 
specific practices that fulfil all applicable progrem requirements. Producers and handlers 
retain the authority to manage their operations as they deem necessary, but any actions they 
undertake that modify their organic system plan must be approved by the certifying agent. 
With regard to recordkeeping, certifying agents are authorized to require the acIdIIionaI 
information, such as the livestock records mentioned in the COIIIiII8nt, that they deem 
necessary to evalua18 compliance with the regulatiorlS. 

One certifying agent staI8d that the requirement to lTlailllain or Improve the naturall8SCM.R8S 
of the operation was worthy in principle but unreasonable to achieve. This COI.Hneril8rstal8d 
that the long-term consequences of an organic system plan could not be foRIsaan and 
recommended requiring that producers "must endeavor" to mainteIn or Improve the 
operation's natural resoun:es. we have not changed this requirement becallSe the vast 
majority of commenters supported an organic system plan that mandal8d the "mall daIfi or 
improve" principle. A good working relationship between the producer and his or her 
certifying agent. induding the annual inspection and accompanying revisions to the organic 
system plan, cen rectify the unforeseen and unfavorable condiIions that arise. 

Crop Production -.ChangM Based on Corn ..... 
This subpart differs from the proposal in several respects as fotklws: 
(1) Crop nutrient management The fundamental requirement of the I0Il re..y and crop 
nutrient management practice standard, that tinage. cultivation, and nulriant management 
practices maintain or improve the phySical, chemical, and biological concIition of the soil and 
minimize erosion, remains unabered. The proposed rule required that a producer budget 
crop nutrients by properly utilizing manure or other animal and plant materials. mined 
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substances of low or high solubility, and allowed synthetic amendments. Many commenlers 
disagreed with using the term, "budget,· which they considered too limiting to characterize 
nutrient management in organic systems. These commenters recommended that the 
practice standard instead emphasize the diverse practices used in organic systems to cycle 
nutrients over extended periods of time. 

We agree with these commenters and have amended the final rule to require that producers 
manage crop nutrients and soil fertility through the use of crop rotations and cover crops in 
addition to plant and animal materials. Additionally, we clarified that producers may manage 
crop nutrients and soil fertility by applying mined substances if they are used in compliance 
with the conditions established in the National List Finally, we removed the word "waste," 
from our deSCription of animal and plant materials in the proposed rule to emphasize the 
importance of these resources in organic soil fertility management 

(2) Compost Practice Standard. The proposed rule required that a composled material used 
on an organic operation must be produced at a facility in compliance with the Natural 
Resource Conservation Service (NRCS) practice standard. While many commenters agreed 
with the need for greater oversight of the feedstocks and procedures used to produce 
compost, most stated that the NRCS practice standard would not be suitable for this 
purpose. Commenters stated that the requirements in the NRCS practice standard were not 
designed for organic operations and would prohibit many established, effective composting 
systems currently used by organic producers. For example, adoption of the NRCS practice 
standard would prevent producers from using nonfarm wastes as compost feedstocks. 
Materials such as food processing by-products and leaves from curbside collection programs 
have long been used with beneficial results. 

Commenters also stated that the minimum acceptable requirements for the deSign, 
construction, and operation of a composting facility contained in the practice standard were 
appropriate for a voluntary cost share program but were excessive as a compliance 
requirement for organic certification. Commenters questioned whether producers could 
justify the investment of time and resources needed to comply with the multiple deSign and 
operation criteria specified in the NRCS practice standard. 

We agree with commenters who stated that, given the diversity of composting systems 
covered by a national organic standard, requiring full compliance with the NRCS practice 
standard would be overiy prescriptive. We maintain, however, that implementation of the 
OFPA requires a rigorous, quantitative standard for the production of compost The OFPA 
contains Significant restrictions on applying raw manure that are reflected in the soil fertility 
and crop nutrient management practice standard. These restrictions pertain to raw manure 
and do not apply once fresh animal materials are transformed into a composted material. An 
organiC producer using a composted material containing manure must comply with the 
nutrient cycling and soil and water conservation provisions in his or her organic system plan 
but is not constrained by the restrictions that apply to raw manure. Therefore, producers 
intending to apply soil amendments will require clear and verifiable criteria to differentiate 
raw manure from composted material. We developed the requirements in the final rule for 
producing an allowed composted material by integrating standards used by the 
Environmental Protection Agency (EPA) and USDA's Natural Resources Conservation 
Service (NRCS). The requirements for the carbon-ta-nitrogen (C:N) ratio for composting 
materials are the same as that found in the NRCS practice standard for a composting facility. 
The time and temperature requirements for in-vessel, static aerated pile, and windrow 
composting systems are conSistent with that EPA regulates under 40 CFR Part 503 for the 
production of Class A sewage sludge. Additionally. AMS reviewed these compost production 
requirements with USDA's Agricultural Research Service (ARS). 
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The conditions In the final rule for producing an allowed compostad material begin with the 
selection of appropriate feedstocks. The producer's first responsibility is to ideilliry the 
source of the feedstocks used in the c:omposting system. This requirement ensures that onry 
allowed plant and animal materials are included In the c:omposting process, that they are not 
contaminated with prohibited materials, and that they are incorporated in quanIiIies SlIitabIe 
to the design of the c:omposIing system. Certifying agents wil exercise considerable 
discretion for evaluating the appropriateness of potential feedstock materials and may 
require testing for prohibited substances before alowing their use. For example, a certirying 
agent could require a producer to monitor off-farm inputs such asleavas c:ale cted through a 
municipal curbside program or organic wastes from a food processing facility. Monitoring 
may be necessary to Plotect against contamination from residues of prohibited substances. 
such as motor 011 or heavy metals, or gross inert materials such as glass shards that can 
enter the organic wasta stream. 

The final rule further requires that the producer adhere to quantitativa ailefia when 
combining and managing the plant and animal materials that are being composted. When 
combining feedstocks to initiate the process. producers must establish a C:N ratio of 
between 25:1 and 40:1. This range allows for very diverse combinations of feedstock 
materials while ensuring that, when properly managed, the c:ompostiliG process wiI yield 
high quality material. While some c:ommenters maintained that specifying any C:N ratio in 
the final rule would be too restrictive, it would be far more problematic not to esIabIsh a 
range. The 25:1 to 40:1 range ensures that producers will establish appropriaI8 conditions 
under which the additional requirements in this practice standard, most rJOtabIy the lime and 
temperature criteria, can be achieved with minimal prodt lair oversight. ComposIing 
operations using a C:N ratio lower than 25:1 require increasingly intensive management as 
the ratio drops due to the risk of putrefaction. Operations in excess of the -'1 range may 
achieva the minimum temperature but are likely to drop off quickly and result In a finished 
material that is inadequately mature and deficient in nitrogen. The producer is not requInId to 
perform a physical analysis of each feedstock component if he or she can demonStrate that 
an estimated value is reliable. For example, estimates of the carbon and nitrogen coutent in 
specific manures and plant materials are generally recognized. OIlIer feedstocIcs of 
consistent quality may be tested once and assumed to approximate that value. 

The producer must develop in his or her organic system plan the management &balegias 
and monitoring techniques to be used in his or her compesting system. To produce an 
allowed composted material, the producer must use an in-vesseI, static ... Iad pia, or 
windrow c:omposting system. Producers using an in-vassal or static .. alad pile system 
must document that the c:omposlillg process achieved a temperalUre between 131F and 
170F and maintained that level for a minimum of 3 days. Producers using a windlow 
compesling system must doaJment that the c:omposting process achieved a f8qIeIatLn 
between 131F and 170F and mainfaIned that level for a minimum of 15 days. Compost 
produced using a windrow system must be tumed fiva times during the PlOC8IIS These lime 
and temperature requirements are designed to minimize the risk from human pathogens 
conteined in the feedstocks, degrade plant pathogens and weed seeds, and ...... that the 
plant nutrients are sufficiently stabilized for land application. 

The final rule does not contain provisions for the use of materials COIII'1OOIy refenad to as 
-compost taas.- A compost tea is produced by combining composted plant and allimal 
malerials with water and a concellbated nutriant source such as molasses. The moisture 
and nutrient source contribute to a bloom in the microbial population in the compost. M*:h Is 
then applied in Uquid form as a crop pest or disease COIlbot agent. The microbial 
composition of compost teas Is difficult to ascertain and control and we are conc:emed that 
applying c:ompost teas could impose a risk to human health. Regulation of compost teas was 
not addressed In the proposed rule. The National Organic Program (NaP) will request 
additional Input from the NOSe and the agricultural research community before deciding 
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whether these materials should be prohibited in organic production or whether restrictions on 
their use are appropriate. 

In addition to managing crop nutrients with raw manure and composted plant and animal 
materials, a producer may use un-composted plant malerials. These are materials derived 
exctusively from plant sources that a producer manages in a manner that makes them 
suitable for application in a cropping system. For example, plant materials that are degraded 
and stabilized through a vermicomposting process may be used as a soil fertility and crop 
nutrient amendment. 

(3) Mined Substances of High Solubility. The proposed rule treated mined substances of 
high solubility as a single category of soil amendment and allowed their use where 
warranted by soil and crop tissue testing. Many commenters objected to the general 
allowance for this category of substances and were particularly disappointed that the NOSB 
annotations on two such materials, sodium (Chilean) nitrate and potaSSium chloride, were 
not included. Commenters cited the potential detrimental effects of these highly soluble and 
saline substances on soil quality and stated that several international organic certification 
programs severely prescribe or prohibit their use. One certifying agent recommended that 
natural substances of high solubility and salinity be handled comparably to similar synthetic 
materials such as liquid fish products and humic acids that appear on the National List, 
complete with their Original NOSB annotations. 

At its June 2000 meeting, the NOSB recommended that the NOP delete general references 
to mined substances of high solubility from the final rule, and incorporate the NOSB's 
specific annotations for materials of this nature. We have adopted this recommendation by 
retaining a place for mined substances of high solubility in the soil fertility and crop nutrient 
management practice standard but restricting their use to the conditions established for the 
material as specified on the National List of prohibited natural substances. Under this 
approach, mined substances of high solubility are prohibited unless used in accordance with 
the annotation recommended by the NOSB and added by the Secretary to the National List. 
We deleted the provision from the proposed rule that use of the substance be "justified by 
soil or crop tissue analysis." The final rule contains two materials-sodium nitrate and 
potassium chloride--that may be used in organic crop production with the annotations 
developed the NOSB. 

While "mined substances of high solubility" is not a discrete, recognized category such as 
crop nutrients, the proposed rule mentioned sodium nitrate, potaSSium chloride, potassium 
nitrate (niter), langbeinite (sulfate of potash magnesia), and potassium sulfate in this context. 
Based on the recommendation of the NOSB, the final rule would prohibit use of these 
materials, unless the NOSB developed recommendations on conditions for their use and the 
Secretary added them to the National List The NOP would welcome further guidance from 
the NOSe on these materials. 

(4) Burning crop residues. The proposed rule prohibited burning as a means of crop 
disposal, except for burning prunings from perennial crops to suppress the spread of 
disease. Many commenters supported the principle behind the prohibition but maintained 
that the proposed language was too restrictive and would preclude certain beneficial 
agronomic practices. Several producers stated that the proposed rule would prevent them 
from collecting and burning residues from diseased annual crops, which they felt was an 
effective and beneficial practice. Other producers cited their use of prescriptive burning as a 
management practice for certain native or wild crops. As evidenced by the allowance for 
burning to suppress disease with perennial crops, the proposed rule was not designed to 
preclude the selective use of fire in organic production. We agree with the commenters that 
a more flexible allowance for the practice is warranted, and we have amended the provision 
to allow burning of annual and perennial crop residues for the suppression of disease and to 
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stimulate seed germination. Producers must establish their need and proc:eck.ns for bI.mIng 
in their organic system plan, and the pracIIce cannot be used solely 110 remove aap debris 
from fields. (5) Requirement for Organic Seed in Sprout ProducIion. The proposed ruIa 
allowed non-organicaHy produced seeds for all purposes. including sprout producIion, when 
the certifying agent concurred with the producer that organicaHy produced seeds ware not 
commercially available. While commenters predominately supported this approach with seed 
used for planting, they were virtuaHy unanimous in stating that It Is never appropliate to allow 
non-organically produced and hand1ed seeds in organic sprout producIion. COila .. eilters 
cited the NOSS's June 1994 recommendation that seed used for the producIion of edible 
sprouts shaY be organicaHy produced and stated that existing cerIification sIaIldards do not 
provide an exemption based on commarcial availabilily. We agree with these commenters 
and have mod"lfied the final rule to requ/AI that organic seed must be used for the producIion 
of edible sprouts. 

(6) Mitigating the Effects of a Biological. Botanical. or 8m"!!tic SubstallCl. The propel" d 
rule required that producers who used a bio1ogicaI or botaIlical substance or an allo\uecI 
synthetic substance to control aap pests, weeds, or disease evaluate and IlIIIigaIe the 
effects of repetitive use of the same or Similar substances. While agreeing that pest 
resistance and shifts in pest populations were important considerations, commenters stated 
that managing these issues was beyond the ability of individual opeIationS. CormIenters 
recommended that the NOP develop principles and pracIIces for managing pest resislalace 
and shifts in pest types that would apply to all production operations. We agree with these 
comments and have deleted the requirement to evaluate and mitigate the effeds of using 
the same or similar aap pest. weed, or dlseasa control substances. The final rule requinIs 
that producers document the use of such substances In their organic systems plans. subject 
to the approval of their certifying agent 

(7) probjbjtjon on Use of Treated Lumber. The pItIpOSecI ruIa did not spedflcaly address the 
use of lumber that had been treated with a prohIbitad substance, such. arseniC" in OIganic 
production. Citing the explicit prohibition on these substances in existing organic starIdards, 
many commenters felt that treated lumber should be excluded in the final ruIa. CormIenters 
also cited the NOSS's recommendation to prohibit the use of lumber treatacl with a 
pmhibited substance for new construction and repIac::emenl purposes elfecllye upon 
publication of the final ruIa. We have included a modified version of the NOSB's 
recommendation within the crop pest. weed, and disease management practice standard. 
This provision prohibits the usa of lumber treated with arsenate or other prohibited materials 
for new instaRations or replacament purposes in contact with an OIganic producIion site. We 
included this modification to clarify that the prohibition sppl. to lumber used in dIrec:t 
contact with organicaHy produced and hand1ed crops and heslOCk and does not indude 
uses, such as lumber for fence posts or building materials, that are isolated from pR)duction. 
The prohibition eppIies 110 lumber used in aap production, such • the "'.1181 of a planting 
bed, and for raising livestock, such as the boards used to build a fanuwIng house.. 

(8) Greater Rigor in the WIld Harvest ProducIion OIganIc System Plan. A number of 
commenters stated that the wild-crop harvesting practice standard was insuI'IIcIentIy 
desaiptive and that the proposed ruIa failed to apply the same oversight to wild hill,est 
operations. It aid to those producing crops and IivestOI::k. Some COIi •• 1entars maintailled 
that the proposed rule did not require a wild harvest producer to operate LI'ICIer an approwecl 
organic system plan. These commenters pItIpOSecI specific Items, incIuc:Ing maps of the 
production area that should be required In a wild harvest operaIion's organic system plan. 
One commenter recommended that the definition for "Wild aap" be modified 110 allaw the 
harvest of plants from aquatic environments. 

We amended the practice starldard for wiId-crop harvesting to express the complarace 
requirements more clearly. WiJd..crop producers must comply with the same organic system 

57 



plan requirements and conditions, as applicable to their operation, as their counterparts who 
produce crops and livestock. Wild harvest operations are production systems, and they must 
satisfy the general requirement that all practices included in their organic system plan must 
maintain or improve the natural resources of the operation. including soil and water quality. 
We modified the practice standard to emphasize that wild harvest production is linked to a 
deSignated site and expect that a certifying agent would incorporate mapping and boundary 
conditions into the organic system plan requirements. Finally, we changed the definition of 
"wild crop" to specify that harvest takes place from a "site" instead of "from land," thereby 
allowing for aquatic plant certification. 

Crop Production - Changes Requested But Not Made 
This subpart retains from the proposed rule regulations on which we received comments as 
follows: 
(1) Application of Raw Manure. The soli fertility and crop nutrient management practice 
standard in the proposed rule permitted the application of raw manure to crops not intended 
for human consumption and established restrictions for applying it to crops used for human 
food. For human food crops. the proposed rule required a 120-day interval between 
application and harvest of crops whose edible portion had direct contact with the soil or soil 
particles. and a 9O-day intervai for crops that did not. These provisions reflected the 
recommendations developed by the NOSB at Its June 1999 meeting. The practice standard 
also required that raw manure must be applied in a manner that did not contribute to the 
contamination of crops, soil, or water by plant nutrients. pathogenic organisms. heavy 
metals. or residues of prohibited substances. 

The majority of commenters supported the provisions for applying raw manure. Some 
commenters stated that the provisions effectively balanced the benefits of applying raw 
manure to the soil with the environmental and human health risks associated with its use. 
These commenters stated that the lengthy intervals between application and harvest would 
not impose an unreasonable or unfeasible burden on organiC producers. The NOSa strongly 
supported the proviSions in the proposed rule. emphasizing that raw manure contributed 
significant benefits to soil nutrient. structure, and biological activity that other soil fertility 
practices and materials do not provide. Other commenters stated that the provisions were 
consistent with the requirements in existing organic standards and added that the restrictions 
were justifiable because they reflected responsible management practices. 

For differing reasons, a number of commenters disagreed with the proposed provisions. 
Some commenters cited the human heaHh risks associated with pathogeniC organisms 
found in raw manure and stated that the proposed intervals between application and harvest 
were not adequately protective. Thesecommenters recommended that the NOP conduct 
more extensive risk assessment procedures before determining what. if any. intervals 
between application and harvest would adequately protect human heaHh. Some of these 
commenters Identified the risk assessment methodology and pathogen treatment 
procedures governing the production and use of sewage sludge as the most suitable 
precedent for guiding the additional work required in this area. Conversely, a number of 
commenters stated that the proviSions in the proposed rule were excessive because they 
exceeded the minimum 50-day interval between application and harvest established in the 
OFPA. Many of these commenters recommended eliminating the distinction between crops 
that come into contact with soil or soil particles and those that don't and applying a uniform 
6O-day interval between harvest and application for any crop to which raw manure had been 
applied. Some commenters stated that the 120-day interval severely limited the flexibility of 
producers who operated in regions such as the Northeast where the growing season lasted 
only slightly longer. Other commenters maintained that the practice standard did not address 
specific practices. such as applying raw manure to frozen fields. which they maintained 
should be expressly prohibited. 

58 



The responsibility to use raw manure in a manner that is protective of human health applies 
to all producers, whether organic or not. who apply such materials. We acknowledge the 
commenters who noted that the OFPA cites food safety concerns relative to manure use 
and, therefon!, that food safety considerations should be I'8ftecled in the practice stalldard 
for applying raw manure in the final rule. Some of the commenters faYOnld more extensive 
risk assessment procedures or lengthening the interval between application and harvest. We 
have not, however, changed the provisions for applying raw manure. 

Although public health off1cials and others have identified the use of raw manure as a 
potential food safety concem, at the present time, there is no science-based, agreed-upcn 
standard for regulating the use of raw manure in crop producIIon. The starldard in this rule is 
not a public health standard. The determination of food safety demands a complex risk 
assessment methodology, involving extensive research, peer review, and fiekf.t8sting for 
validation of results. The only comparable undertaking in Federal rulemaklng has been 
EPA's development of treatment and application standards for sewage sludge, an 
undei1aldng that required years of dedicated effort The NOP does not have a comparable 
capacity with which to undei1ake a comprehensive risk assessment of the safety of applying 
raw manure to human food crops. To delegate the authority to determine what constitutes 
safe application of raw manure to certifying agents would be even more prgbIemaIic. A 
certifying agent cannot be responsible for estabIshing a Federal food safety standard. 
Therefon!, the standard in this rule is a reflection of AMS' view and of the public comments 
that this standard is reasonable and consistent with current organic Industry pracIices and 
NOSe recommendations for organic food crop producIIon. Should acIdItionaI rese.d. or 
Federal regulation regarding food safety requirements for applying raw manure 8I'I'I8IgIt, 
AMS will ensure that organic production practice standards are revised to reflect the I'IICIIt 
up-to-date food safety starldard. 

Neither the idenIification of food safety as a consideration in the OFPA or the inclusion of 
this practice standard in the final rule should be construed to suggest that orgarlicaly 
produced agricultural produds are any saferlhan non-organicaIIy produced ones. USDA has 
consistantly stated that certification is a process claim, not a product claim, and, as $Ud1, 
cannot be used to differentiate organic from non-organic colllllloditles with regard to food 
safety. National organic starldards for manure use cannot be used to establish a food safety 
starldard for certified commocflties in the absence of as uniform Federal regulation to ensure 
the safety of all human food ClOps to which raw manure has been applied. The OFPA was 
designed to certify 8 process for Informational marketing p!.IpOISI. 

Nalther have we changed the practice standard in response to comments that the 
requirement in the final rule should not exceed the 6Q.day interval contained in the OFPA. 
The OFPA clearly estabDsheI that the interval must be no less than 60 days and does not 
preclude a longer standard. The NOS8 has strongly supported 1he proposed 90- and 120-
day Intervals, and the vast majority of commenters indicated that these provisions would be 
feasible for virtually aU organic cropping systems. The requirement in the practice starldard 
that raw manure must be applied in a manner that does not conIribute to the contaminaIion 
of crops, soil, or water by plent nutrients, pathogenic organisms, heavy rnatats. or residues 
of prohibited substances provides certifying agents the disado.'l to prohIIIt specIIIc 
pracIices that would not be in compliance. With this discretion, a certifying agent could 
prohibit practices, such as applying manure to frozen grouncJ or too close to water~ 
that many commenters stated were not appropriate for organic production. 

(2) No Prohibition on Manure from Non-organlc ()pe!allons. The proposed rule idenlifled 
animal and plant waste materials as important components in soil fertility and crop nutrient 
management without providing criteria for distinguishing allowed and prohibited sources. A 
large number of commenlers objected to this provision and stated that manure from non
organic sources may contain residuas from prohibited substances, including arlimal 



medications. These commenters maintained that some of these residues, such as 
antibiotics, may remain active for extended intervals, and others, such as heavy metals, 
could accumulate on the organic operation. Commenters stated that if either or both 
conditions prevailed, the integrity of the organic operation would be jeopardized. Many 
producers and certifying agents emphasized that the proposed rule conflicted with the Codex 
guidelines that prohibit the use of manure from factory farms. These commenters were 
concemed that failure to restrict the use of manure from non-organic operations would put 
their products at a competitive disadvantage, particularly in European markets. When raising 
this issue, most commenters requested that the final rule either prohibit the use of manure 
from factory farms or state that certifying agents could regulate the practice by requiring 
residue testing and restrictions on application. 

We have not changed the provisions for using manure from non-organic operations in the 
final rule. In many discussions on the subject throughout the years, the NOSB has never 
recommended that manure from non-organic farms be prohibited. Existing organiC 
certification standards routinely permit the use of manure from non-organic operations with 
appropriate oversight, and the final rule incorporates a similar approach. Under the final rule, 
a certifying agent can require residue testing when there is reasonable concem that manure, 
either raw or as a component of compost, contains sufficient quantities of prohibited 
materials to violate the organic integrity of the operation. Providing certifying agents the 
discretion to require screening for prohibited materials will minimize the risk of introducing 
contaminants while maintaining the ecologically important practice of recycling organic 
material from non-organic operations. Additionally, the final rule requires that producers 
apply manure and compost in a manner that maintains or improves the soil and water quality 
of their operation. This provision provides an additional safeguard that certifying agents may 
use to ensure that the application of any form of manure protects the natural resources of 
the operation. 

(3) Rotating a Field in and out of Organic Production. Some commenters stated that a 
producer should not be allowed to rotate fields on their operation in and out of organic 
production. These commenters were concemed that producers could apply prohibited 
substances that persisted for many years, such as soil fumigants, and begin harvesting 
organically produced crops after 3 years. They stated that, without a prohibition on the 
rotation of fields in this manner, organic producers could effectively use a prohibited 
substance on their operation. 

We have not amended the flnal rule to prohibit the rotation of a field on an operation in and 
out of organic production. The statutory prohibition on the application of a prohibited 
substance is 3 years, and this requirement is contained in section 205.202(b). This 
prohibition restricts the application of a prohibited substance, not its residual activity. If AMS 
receives evidence that the rotation of fields in this manner threatens to compromise organiC 
production, the NOP and NOSB will collaborate on developing standards to remedy it. 

(4) Use of Seed Treatments on the National List. The seed and planting stock practice 
standard in the proposed rule generated a very diverse array of responses that, while largely 
favorable, highlighted a potentially disruptive impact on organic producers. The practice 
standard favored organic seed and planting stock over non-organically produced but 
untreated varieties and non-organically produced, unlraated seed and planting stock over 
non-organically produced seeds and planting stock treated with an allowed synthetic 
substance. Producers could use the less preferable seed or planting stock variety if they 
demonstrated to their certifying agent that an equivalent variety in the preferred form was not 
commercially available. Most commenters endorsed the principle of requiring organic seed 
and planting stock and agreed that the proposed provisions were a workable approach to 
enforcement. They stated that the provisions created an incentive for seed and planting 
stock providers to develop supplies for organiC markets, yet enabled producers who made a 
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good faith effort but failed to locate seed or planting stock In the prefemId form the ability to 
continue producing organically. Most commenters indicated that Ihis approach would support 
the existing market for organic seed and planting stock while fosIarIng lis continued 
development 

A number of commentenl, however, stated that the seed and planting stock practice 
standard was unreasonable and unworkable and would adversely affect 0I1iI8r1ie producar$. 
These effecIs would include significantly reduced planting options due to the nonavaiIabiIItr 
of seed In any alkwMd form and higher seed costs. which represent a significant pen:enIage 
of the total production cost for some commodities. These commenters maintained that the 
three categories of seed and planting stock aIIovMd In the order of Pleference could not 
reliably provide producers with many commercial varieties CI.ImInIy being plallted. They 
pointed out that there were no synthetic seed treabll8i1ts on the National lilt In the p!Op1l&8d 
rule, thereby eflfllinating the use of treated seed In organic production. CoII.118I'II8nI stated 
that producers often rely upon seed and planting stock varieties that are uniquely WI 
adapted for their growing conditions or marketing requirements and that these partialIar 
varieties would very often not be available In untreated form. These c:ornmenI8rs c:onc:Iuded 
that the proposed practice standard would compel many producers to abandon many tried 
and true varieties of seed and planting stock and perhaps phase out organic production 
entirely. One commenter maintained that the proposed rule's stated intanllon of using the 
practice standard to stimulate production of organic seed and planting stock was not .., 
the purpose of the OFPA. 

We hava not changed the seed and planting stock practice standard In '_pon .. to these 
commenters because the pro/'libition on using synthetic materialS not on the National lilt is 
a requirement of the OFPA. The final rule cannot dow producers to use synthetic seed 
treatments that hava not been reviewed, favorably recommended by the NOSe, and added 
to the National Ust by the Secret8ly. The practice standard creates inc:entiv8s for producar$ 
to seek out seed and planting stock Inputs that are the moat compatllla with organic 
production, yet includes aHowance& when prefernKI forms are not commerc:IaIy 8\faillble. 
While no seed treatments are included on the National lilt In the final rule, individuals may 
petition the NOse for review of such substances. Add1t1onaiiy, the practice standard createa 
an incentive for seed and planting stock producers and s.1PPIMn to develop naII.nI 
treatments suitable for organic systems that would not need to &ppe .. on the NatioIIIII lilt. 
The objeclives of spurring production of organically grown seed and pallioting ..... dl in 
natural seed treatments are compaIibIe with the OFPA'a purpose of faciltatillg COII.118IC81n 
organically produced and processed food. W. designed the padice standard to p.nue 
these objedives while preventing the disruption that an Ironclad requirement for organically 
produced seed and planting stock may hava caused. 

(5) practice Standard for Maple Syrup. Many co~ stated that the proposed rule 
lacked production and handling standards for operations that produce maple syrup. 
Commenters stated that maple syrup produclion is a significant 8111.8rpriae for many organic 
producers and that the absence of a practice standard in the final rule would adversely affect 
existing markets for organic products. Many commenters racommended that the final rule 
Incorporate the maple syrup practice standard from an axis. Ig c:erIification prograIIl or the 
American Organic Standards. 

We hava not Included a practice standard for the production and handlilg of maple syrup 
because the final rule contains sufficient provisions for the c:erIification of these types of 
operations. After reviewing existing practice standards for maple syrup, we deIarmined that 
the standards In the final rule for crop produclion, handling openrIiona, and aIIovMd and 
prohibited materials on the National Ust provided comparable guidance. 
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Crop Production - Clarifications 
Clarification is given on the following issues raised by commenters: 
(1) Applicability of Crop Rotation Requirement to all Operations. One State program 
commented that the crop rotation practlce standard in the proposed rule was unreasonable 
for producers who operated in regions where limited rainfall and irrigation resources or 
unique soil conditions made cover cropping impractical. This commenter stated that ceriain 
dryland cropping systems, such as aloe vera production, function as "semi-perennial" 
systems that do not include rotations, yet fulfill the objectlves of the crop rotation practice 
standard. A certifying agent expressed a similar concern by suggesting that the crop rotation 
practice standard be changed by adding "may include, but is not limited to" prior to the list of 
allowed management practices. This commenter felt that the "may include" clause afforded 
individual growers greater discretion by acknowledging that not every allowed management 
practlce would be applicable to all operations. 

We have retained the language from the proposed rule because it already provides the 
flexibility to develop site-specific crop rotation practlces requested by these commenters. 
The regulation as originally written includes the " but not limited to" clause that allows 
producers to include alternative management practices in their organic system plan. 
Additionally, the regulation states that the producer must implement a crop rotation that 
provides the required functions "that are applicable to the operation." This further establishes 
that the crop rotation component of an organic system plan must be considered within the 
context of site-specific environmental conditions including climate, hydrology, soil conditions, 
and the crops being produced. The final rule requires implementation of a crop rotation, but 
the producer and certifying agent will determine the specific crops and the frequency and 
sequencing of their use in that rotation. Crop rotations must fulfill the requirements of this 
practice standard-to maintain or improve soil organic matter content, provide for pest 
management, manage deficient or excess plant nutrients, and control erosion-and are not 
obligated to use any specific management practice. We structured this and other practice 
standards, as well as the requirements of the organic system plan, to enable producers and 
certifying agents to develop organic system plans adapted to natural variation in 
environmental conditions and production systems. 

(2) Excluding Annual Seedlings from Planting Slack. The proposed rule allowed a producer 
to use non-organically produced seeds and planting stock if organically produced equivalent 
varieties were not commercially available. Several commenters, including the NOSS, were 
concerned that the definition of planting stock as "any plant or plant tissue, including 
rhizomes, shoots, /eaf or stem cuttings, roots, or tubers, used in plant production or 
propagation" was sufficiently broad to be applied to annual seedlings. While many 
commenters, including the NOSS, supported the commercial availability exemption in the 
case of seeds and planting stock, they objected to extending it to annual seedlings. The 
proposed rule did not intend to include annual seedling within the definition of planting stock 
and included a separate definition of "annual seedling" as "a plant grown from seed that will 
complete its life cycle or produce a harvestable crop yield within the same crop your or 
season in which it is planted." The proposed rule addressed annual seedlings as a distinct 
category within the seed and planting stock practice standard. There was no allowance for 
using non-organically produced annual seedlings based on commercial availability, and such 
seedlings can only be used when a temporary variance has been issued due to a 
catastrophiC business interruption. The growth of markets for organically produced annual 
seedlings, unlike those for seeds and planting stock, obviates the need for the commercial 
availability provision. We have retained this approach in the final rule. 

Uvestock Production - Changes Based on Comments 
This subpart differs from the proposal in several respects as follows: 
(1) Whole Herd Conversion. The proposed rule required that livestock receive 1 year of 
continuous organiC management prior to the milk or milk products they produce being 
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labeled as organic. Based on the feed provisions in that proposal, procIucers would be 
required to provide a 1OD-percent organic feed ration (exclusive of NaIionaJ list substances 
anowed as feed supplements and additives) for that entire year. Many producers. 
consumers, State c:ertII'ication programs, and certifying agents commented that the flII year 
organic feed requirement created an insurmounlable barrier for small and mediuaHize dairy 
operations wishing to convert to organic production. They maidained that the added 
expense of a full year, 1OD-percent organic feed requirement was economically prohIbiIIve. 
These commenters slated that -new entry" or "whole held" conversion provisions in existitll 
c:ertII'ication standards have been instrumental in enabling established non-organic dairies to 
make the transition to organic producIion. CommanIars stated that these provisions typically 
allow producers to provide livestock 8O-percent organic or seIf-raised feed for the find II 
months of a herd's transition, before requiring 1OD-percent organic feed for the final 3 
months. Some commentars stated that many cunent organic dairies had capiIaIzed on this 
whole herd conversion provision and that the consistent growth in demand for organic milk 
and milk products reflected consumer acceptance of the principle. 

At its June 2000 meeting. the NOSB reiterated its prior endorsement of the conwerslon 
principle for operations that jointy convert daiy herds and the land on whic:h I1ay .. raised. 
The NOSB recommanded allowing a producer managing an entire. distinct herd to provide 
8O-percent organic or seIf-ralsed feed dwing the find 9 months of the final year of 
conversion, and 1OD-percent organic feed for the final 3 mOllths. The nICOIlI'IBlldalion 
further required that dairy animals brought onto an organic dairy IIIU8t be otpI'IicaIIy raised 
form the last third of gestation, except that feed produced on land managed under an 
organic system plan could be fed to young stock up to 12 months prior to milk producIion. 

WhIle the preponderance of comments supported the whole herd conversion provision. a 
significant number of individuals, cartifying agents, and State c.rtificatIon plUg ... .,. opposed 
it Some commantars fait that requiring lass than 1 full year of 1QO.perce11t organic feed 
would not satisfy consumer expectations for an organically managed daiy. 0Ihar 
commentars slated that the whole herd conversion merely favored orI8 segmenI of organic 
producers over another. They maintained that the full year. 101)..pe1CB11t organic feed 
requirement would stimuIata markets for organically produced hay and grain. thereby 
rewarding good row aop rotation. One certifying agent was concemed that the conversion 
provision would create a permanent exemption and that split operation dairies could use I 
repeatedly to bring non-organic animals into the organic operation. 

The final rule contains a provision for whole hard conversion that closely resembles thoae 
fOund in the NOSB recommendation and the existing C81tillcation standelds. The final Me 
requires that an entire, distinct dairy hard IIIU8t be under organic management for 1 year 
prior to the production of organic milk. During the find 9 months of that year, the ~ IC8r 
must provide a feed ration containing a minimum of 8O-percent OIg8Ilic feed or feed that Is 
raised from land included in the organic system ptan and managed in compliance wilt! 
organic aop requirements. The balance of the feed ration may be non-organicaIJ produced, 
but iI must not inctude prohibited substancea including antibiotics or hall ..... The 
producer IIIU8t provide the hard 1OD-percent organic feed for the final 3 1Il0l III IS befOlethe 
production of organic milk. The producer must comply wilt! the provisions In the "'estock 
health and UvIng conditions practice standard dwing the entire year of COIIWarsion.. Af\w the 
dairy operation has been certified, animals brought on to the CIjI8Iatk:w1 must be 0IganicaIy 
raised from the last third of gestation. We did not Incorporate the NOSS's recommendation 
to provida young stock wilt! non-organic feed up to 12 motdhs prior to the production of 
certified milk. By creating an ongoing aUowance for using non-organlc feed on a certified 
operation, this provision would have undarmined the principia that a whole hard COIY~ 
is a distinct, one-lima event. 
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We anticipate that the provisions added to the final rule will address the concerns of 
commenters who objected to the conversion principle. Consumers have embraced milk and 
milk products from dairies certified under private whole herd conversion provisions 
essentially identical to that in the final rule. While the conversion provision may temporarily 
reduce demand for organic feed materials, it encourages producers to develop their own 
supplies of organic feed. The conversion provision also rewards producers for raising their 
own replacement animals while still allowing for the introduction of animals from off the farm 
that were organically raised from the last third of gestation. This should protect existing 
markets for organically raised heifers while not discriminating against closed herd 
operations. Finally, the conversion provision cannot be used routinely to bring non
organically raised animals into an organic operation. It is a one-time opportunity for 
producers working with a certifying agent to implement a conversion strategy for an 
established, discrete dairy herd in conjunction with the land resources that sustain it. 

(2) Organic Management for Livestock from the Last Third of Gestation. The proposed rule 
required that organically managed breeder and dairy stock sold, labeled, or represented as 
organic slaughter stock must be under continuous organic management from birth. Many 
commenters stated that this requirement was an inappropriate relaxation of most existing 
organic standards, which require organic management for all slaughter stock from the last 
third of gestation. These commenters cited the NOSS's 1994 recommendation that all 
slaughter stock must be the progeny of breeder stock under organic management from the 
last third of gestation or longer. Commenters also recommended extending the organic 
management provision to cover the last third of gestation to make it consistent with the 
requirements in section 205.236(a)(4) for the organically raised offspring of breeder stock. 
We agree with the argument presented by commenters and have changed the final rule to 
require that breeder or dairy stock be organically raised from the last third of gestation to be 
sold as organic slaughter stock. 

(3) Conversion period for Non-edible Livestock Products. The proposed rule required that 
livestock must be under continuous organic management for a period not less than 1 year 
before the non-edlble products produced from them could be sold as organic. Several 
commenters questioned the basis for creating different origin of livestock requirements 
based on whether the operation intended to produce edible or non-edlble products. These 
commenters stated that the OFPA does not sanction such a distinction, nor Is It contained In 
existing certification standards. They questioned why the proposed rule created such a 
provision in the absence of a favorable NOSS recommendation. We agree that the creation 
of a separate origin of livestock requirement for animals intended to provide non-edible 
products could be confusing. We have changed this provision in the final rule to require that 
non-edible products be produced from livestock that have been organically managed from 
the last third of gestation. 

(4) provisions for Feed Supplements and Feed Additives. The proposed rule provided that 
nonagricultural products and synthetic substances included on the National List could be 
used as feed additives and supplements. Many commenters stated that allowing 
nonagricultural products and synthetic substances as feed supplements contradicted the 
definition for "feed supplemenr found in the proposed rule. That definition stipulated that a 
feed supplement must, itself, be a feed material, and the definition for "feed" in the proposed 
rule precluded using nonagricultural products and synthetic substances. These commenters 
requested that either the definition of "feed supplemenr' be changed to make It consistent 
with the allowance for nonagricultural products and synthetic substances or else that the 
term be dropped from the final rule. The Food and Drug Administration (FDA) recommended 
modifying the definitions for "feed additive" and "feed supplement" and further specifying the 
components required in a feed ration under the livestock health care practice standard. 
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We amended the definition in the final Nle to state that a feed supplement is ". combination 
of feed nutrients added to livestock feed to improve the nutritional balance or performance of 
the total ration." We retained the second component of the proposed definiIon, which 
described how a feed supplement could be offered to livestock. we amended the definiIon 
of "feed adcfltive" to "a substance added to feed in miao quantities to fulfil a spedIie 
nutritional need; i.e., essential nutrients in the form of amino acids. vilanilS, and miI._" 
The definitions for "feed supplement" and "feed additive" in the proposed NIe weAl orIgInaIy 
recommended by the NOSe. While our intent in the proposed NIe was to codify as My as 
possible the recommendations of the NOSB, we agree with commentenl that the proposed 
definitions were was incompatible with the overall provisions for Ihiestock feed. The 
definitions in the final NIe are consistent with the NOSB's objective to aeale claar 
distinctions between feed, feed supplements, and feed addIti .... while clarifying the role for 
each within an organic livestock ration. We also incorporated FDA's I'8COI1'II'IMIr to 
include protein and/or amino acidS, fatty acids, energy SOUR:8S, and fiber for R.INnant:s as 
required elementS of a feed ration in the livestock health C8/8 pracIIce standard. These 
additions make the livestock health care practice standard more consistent with the NaIionII 
Research CoundI's Committee on Animal Nutrition's Nutrient Requirement series, which we 
cited in the proposed Nle as the basis for feed requirements. 

Many commenters addressed provisions in the proposed rule to allow or prohibit specillc 
materials and categories of materials used in livestock feed. Among these, some 
commenters questioned whether enzymes were defined as a feed additive and, the"JI'ore, 
allowed. One certifying agent requested guidance on the statui of supplementing IiWIItOck 
feed with amino acids. At its October 1999 meeting, the NOSB disalSsed the Technical 
Advisory Panel (TAP) reviews on the use of enzymes and amino acidS in livestock feed. The 
NOSB datermined that natural sources of enzymes exist and that their use should be 
allowed in organic production. Their discussion of natural SOUR:8S of enzymes c:onduded 
that enzymes derived from edible, nontoxic pienta and nonpathogenic badarIa or fungi that 
had not been genetically engineered should be allowed as a non-organIc feed adcItive. The 
NOSB did not take a position on amino acidS during this meellng but incIcated that • would 
revisit the subject in the near fulLn. Based on these recommendations, the final NIe aIe_ 
the use of natural enzymes but not amino acidS as non-organIc feed addiIivas. The NOSB's 
recommendation that natural SOUR:8S of enzymes existed and were compatitIIe with organic 
livestock production supports allowing them without adding them to the NationaIlisl. Some 
commenters discussed the animal welfare and environmental ber.efils associaIM with 
providing amino acidS in livestock feed and supported allowing them. However, without • 
recommendation from the NOSB that amino acidS are natural or should be added to the 
National Ust as a synthetic, the final rule does not allow their use. 

Cornmenters questioned whether non-synthetIc but nonagfia..IIIIn Sllbatances, such .. 
ground oyster shells and diatomaceous earth, would be allowed in agrIculbnl feed. In 1994, 
the NOSe recommended that natural feed additives can be from any som:e, provided that 
the additive is not classified as a prohibited natural on the NationaIlisl. we agree with this 
recommendation and have amanded the final Nle to allow such matariaII as feed addIti._ 
and supplements. The only additional constraint on these matariaII is that every feed, feed 
additive, and feed supplement be used in compliance with the Federal Food, 0Iug. and 
Cosmetic Act, as stated in section 205.237(b)(8). 

The NOSB recommended that ruminants mainlained WIder tarnpoIwy COi"-.18I1MII1t must 
have accass to diy, unchopped hay. Although this posIIIon was an NOSB recommendation 
and not part of the proposed NIe, several connilenun responded to it. Most fA these 
commenters stated that the language was too restrictive and could preckIc:Ie the use fA many 
suitable forage products. One dairy producer stated that the requirement would not be 
practical for operations that mix hay with other feed components. We agree that the NOSB's 
proposed lenguage is too prescriptive and have not included It in the final NIe. 
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(5) Provisions for Confinement. The proposed rule established the health, nutritional, and 
behavioral needs of the particular species and breed of animal as the primary considerations 
for determining livestock living conditions. The proposed rule also identified essential 
components of the practice standard, including access to shade, shelter, exercise areas, 
fresh air, and direct sunUght, while stating that species-specific guidelines would be 
developed in conjunction with future NOSe recommendations and public comment. Finally, 
the proposed rule outlined the conditions pertaining to animal weifare and environmental 
protection under which producers could temporarily confine livestock. 

While supportive of the underlying principles of this practice standard, the vast majority of 
commenters stated that the actual provisions suffered from a lack of clarity and specificity. 
Many commenters were concerned that the proposed rule did not adequately ensure access 
to the outdoors for all animals. While supportive of the access to pasture requirement for 
ruminant production, commenters stated that the final rule needed a clear definition of 
pasture to make the provision meaningful. Conversely, some commenters supportad the 
less prescriptive approach adopted in the proposed rule. The NOSe added considerably to 
its earlier recommendations on livestock living conditions during its June 2000 meeting. 

Many commenters stated that the criteria identified as required elements in the provisions for 
livestock living conditions did not specifically include access to the outdoors. One 
commenter stated that the requirement that animals receive direct sunlight could be 
interpreted to simply require windows in livestock confinement facilities. Commenters were 
virtually unanimous that, except for the limited exceptions for temporary confinement, all 
animals of all species must be afforded access to the outdoors. Commenters also 
maintained that the outdoor area must accommodate natural livestock behavior, such as 
dust wallows for poultry and, in the case of ruminants, provide substantial nutrition. Many 
commenters specifically opposed dry lots as an allowable outdoor environment. The NOSe 
recommended that the final rule state that all livestock shall have access to the outdoors. As 
a result of these comments, we have revised the final rule to establish that access to the 
outdoors is a required element for all organically raised livestock. 

We further amended the final rule to include a definition of "pasture." The definition of 
"pasture" we included emphaSizes that livestock producers must manage their land to 
provide nutritional benefit to grazing animals while maintaining or improving the soil, water, 
and vegetative resources of the operation. The producer must establish and maintain forage 
species-appropriate for the nutritional requirements of the species using the pasture. 

Numerous commenters requested clarification on species-specific living conditions, such as 
the use of cages for poultry and confinement systems for veal production. The use of 
continuous confinement systems including cages for poultry and veal production is 
incompatible with the requirement that organically raised livestock receive access to the 
outdoors and the ability to engage in physical activity appropriate to their needs. There will 
be times when producers must temporarily confine livestock under their care, but these 
instances must be supported by the exemptions to the outdoor access requirement included 
in the final rule. Other commenters requested additional guidance on whether confinement 
for the purpose of finishing slaughter stock would be allowed, and, if so, how long that 
confinement could last. Commenters who supported an allowance for finishing most often 
recommended that, in the case of cattle, confinement should not exceed 90 days. The final 
rule does not include a specific length of time that cattle or other species may be confined 
prior to slaughter. We will seek additional input from the NOSe and public comment before 
developing such standards. 

Several commenters questioned whether a Federal, State, or local regulation that required 
confinement would supersede the requirement for outdoor access. These commenters were 



aware of county ordinances that prohibited free ranging livestock production to protect water 
quality. Organic operations must comply with all Federel, State, and local regulations. At the 
same time, to sell, label, or represent an agricultural commodity as "100 percent organic;" 
"organic" or "made with ..... ttle producer or handler must comply with the an applicable 
requirements set forltl in ttlis regulation. Federal, State, or local regulations that prohibit a 
required practice or require a prohibited one will essentially preclude organic C8ItiIicaliotl of 
the affected commodity within ttlat jurisdiction. 

(6) prohibition on parasiticidas During !.actat!on. The proposed rule provided that breeder 
stock could receive synthetic paras!tlcides included on the National L.ist, provided that the 
treatment oc:curred prior to the last ttlird of gestation for progeny that were to be organically 
managed. Many commenters supported ItIis principle but were concemad that the wording 
would allow producers to administer paresiticides to IactatiIIg breeder stock while the 
offspring were still nursing. These commanters felt ttlat such an allowance violated the intant 
of ttle provision because offspring could be exposed to systemic parasiIicides 01' their 
residues ttlrough ttleir mother's milk. The NOSB recommended a prohibitiDn on uR1g 
allowed synthetic paresltlcides during lactation for progeny that are organically managed. 
We agree with ItIese commenters and have modlfiad the final rule to prohibilthe treat ... all of 
organically managed breeder stock with allowed synthetic paresiticides during the Iasll*d 
of gestation or lactation. 

Uvestock Production - Changes Requested But Not .... 
ThIs subpart retains from the ptoposad rule regulations on which we received collm ..... as 
follows; 
(1) Prohlbjlion on Factm Farms. Many commenters requested that the final rule ptohibitlhe 

certification of "factory farms.' These commenters stated that factory farms are 
dapendent upon practiceS and mataiais that are inCOnsistent wiIh 01' express" 
prohibited in \tie OFPA. The final rule does not COlltain such a ptohibilion because 
commenters did not provide a clear, anforceable definition of "fac:toIy farm" for use in Ihe 
final rule. AD organic oparetions, regardIass of their size or oIher dIanIderistics, must 
develop and adhere to an approved organic system plan that compass wiIh these 
regulations in order to be certified. 

(2) Non-organic Feed Ptotocol. The proposed rule requIi-ed that, exci8pt for I"ICII18IJI'iCI 
products and synltletlc substances included on \tie National L.ist, a producer must provide 
livestock wiIh a total feed ration composed of agricultural feed products, including pasture 
and forage, that is organically produced and, If applicable, handled. It also Induded 
provisions for temporary variances that, under very limited c:iR:umslallcas and with the 
approval of \tie certifying agent and \tie Administrator, would provide an ."8l11pllon from 
spec:ific production and handling standards. The preamble of Ihe propoHd rule desClibed an 
emergency resulting in \tie unavailability of organic agricultural feed products as an example 
of a situation in which a temporary variance could be iuued. Many COi.i.""'" 
recommended ttlat the final rule require a producer who received a tempoI8Iy vaM'ICe for a 
feed emergency to follow the order of preference for noncertified organic feed developed by 
\tie NOSB. This order of preference requires a producer to procure agricuIb..nIl'eecI produds 
from sources that are as close to complying wiIh the standards for organic ca1IficaIion as 
possible. Cornmenters stated ttlat adherence to \tie order of preference would Ii10It c::IosaIy 
conform wiIh \tie expectation of consumers that organically raised livestock received organic 
feed and would create an incentive for livestock feed producers to pursue catlIicalion. 

We have not included \tie NOSB's feed emergency order of preference In the IInaI rule 
because it would be too presc;ripllve and difficult to anfotce during an emergency. ReceMng 
a temporary variance categorically exempts a producer from the provision for which it was 
Issued, although that producer may not substitute any practice, material, or procedure that is 
oItIerwise prohibited, although ttlat producer may not substitute any pracIice, material. or 
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procedure that is otherwise prohibited under section 205.105. Additionally, certified organic 
feed is far more available in terms of quantity and affordability than when the NOSS 
developed its order of preference in 1994. We anticipate that producers whose original 
supply of organic agricultural feed products is interrupted will be able to fill the shortfall 
through the marketplace. 

(3) Prohibition on Physical Alterations. The proposed rule required that producers perform 
physical alterations as needed to promote animal welfare and in a manner that minimizes 
pain and stress. This provision was one component of the health care practice standard that 
required producers to establish and maintain preventive livestock health care practices. We 
stated in the preamble that there was insufficient consensus from previous public comment 
to deSignate specific physical alterations as allowed or prohibited and envisioned working 
with producers, certifying agents, and consumers to achieve that goal. We requested 
comment on techniques to measure animal stress that could be used to evaluate whether 
specific physical alterations were consistent with the conditions established in the proposed 
rule. 

We received significant numbers of comments both opposing and supporting the provision in 
the proposed rule for performing physical alterations. Many commenters opposed any 
allowance for physical alterations and argued that such practices are cruel and debilitating to 
animals. These commenters maintained that modifications in breed selection. stOCking 
densities, and the configuration of living conditions could achieve results similar to physical 
alterations without harming the animal. They stated that by adapting their production 
systems to promote the physical and psychological welfare of animals, producers could 
obviate the need for physical alterations. In particular. commenters cited physical alterations 
to the beaks and feet of poultry as unnecessary due to the availability of altemative 
production systems. Many commenters expressed concem that the allowance for physical 
alterations would facilitate the certification of large confinement operations. Commenters 
also stated that performing physical alterations was inconsistent with Codex guidelines and 
objected to the allowance before full public deliberation on the subject through the NOSS 
process. 

A large number of commenters stated that. if reasonable guidelines could be established. 
the allowance for physical alterations would be a beneficial. and even necessary. condition 
for organic livestock production. These commenters maintained that producers engage in 
physical alterations for the overall welfare of the flock or herd and that the pain and stress of 
performing them must be weighed against the pain and stress of not doing so. For example. 
these commenters cited the traumatic effect of cannibalism on poultry flocks that had not 
undergone beak trimming or the injuries caused by animals whose homs had not been 
removed. Many of these commenters stated that producers could reduce but not eliminate 
the need for physical alterations through altemative production practices such as breed 
selection and stocking densities. The NOSS supported the provision as written in the 
proposed rule. stating that it met the animal welfare requirements while allowing practices 
necessary for good animal husbandry. 

We have retained the proposed provision for physical alterations without taking any further 
position on whether specific practices are allowed or prohibited. We did not receive 
substantial new guidance on techniques to measure stress in animals due to physical 
alterations and have made no revisions in that regard. The final rule establishes that. when 
appropriately performed and within the context of an overall management system. specific 
physical alterations are allowed. It also mandates that. as an element of a preventative 
health care program. physical alterations must benefit the ultimate physical and 
psychological welfare of the affected animal. 
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(4) Wjthdrawal for Synthetic PBrasHicides in Lactating Llvestock. The proposed rule I'IIqLftd 
a 9O-day withdrawal period before milk and milk products produced from Iivestodt treatacI 
with an allowed synthetic parasiticide could be labeled as organic. RefenIncing the 
statement in the preamble to the proposed rule that the 9O-day withdrawal period was 
attributable to "consumer expectations of organically raised animals: a dairy producer 
commented that the provision ignored animal welfare and farm economic sustainability 
considerations. The commenter considered the 9O-day withdrawal period c:apricious and 
problematic since, for bovine dairy operations, it would compel producers to either shorten 
an an!mars natural drying off period, or lose 30 days of organic milk production. The 
commenter stated that the optimal extended withdrawal period for this situation would be 60 
days since this is the approximate duration of a dairy «NIs natural dry period. Under this 
approach, livestock requiring treatment could receive an allowed SY' dhetic parasiticide at the 
time of drying off, thus aHowing the withdrawal period to coincide with the naILnI 6().day 
period when the livestock were not lactating. Livestock could complete the withdrawaJ period 
prier to the birth of their offspring In approximately 60 days. at which time the moIher's milt 
could again be sold as organic. The commenter maintained that the 6().day period would 
sat/sfy consumer expectation for an extended withdrawal period after Irfrab.re.1t with an 
allowed synthetic parasiticida without imposing an unnecessary constraint on the producer. 

We have retained the 9O-day withdrawal period in the final rule. The pnMsions in the final 
rule for treating livestock with an allowed synthetic parasiticide reflect the 9IkIay wiItodIulil 
period recommended by the NOSB at its 0cI.0ber 1999 meeting. The NOSB has the 
authority to reconsider this issue and propose an alternative annotation for the $eaatary's 
consideration. 

(5) Delineation of Space Requlrementa for Animal Cont1inemenl The proposed rule cId not 
establish space requirements for livestock living conditions but stated that a producer must 
accommodate the health and natural behavior of animals under h/$ or her care. Some 
commenters stated their preference for space requirements bec8lrse they are mora uniI'orm 
and enforceable. These commenters stated that soma existinG certificalioll standards 
include space requiramants in standards for Uvestock living conditions and that CodaK 
guidelines support this approach. While not disagreeing that space ~ could be an 
elfective certification tool for organic Uvestock production systems, we hawt not incapondad 
any such provisions in the final rule. We anticipate that additional NOSB racOIllll8lldations 
and public comment will be necessary for the development of space raquiraments. At its 
June 2000 meetilrg. the NOSB agreed that it would be premab.n to include space 
requirements in the final rule. 

(6) Access to pasture versus paslure-based. Comrneliters stated that the proposed ruin 
requirement that ruminants receive "ac:cass to pasture" cId not sufI'IcIenIIy charact.elize the 
relationship that should exist between ruminants and the land they graze. Many of these 
commenters recommended that the final rule require that ruminant production be "pasILn
based.· Many commenters stated that the final rule needed a mora explicit desClIplion of the 
relationship betwaen Uvestock and grazing land. The NOSB shared this perspediv'8 and 
recommended that the final rule require that ruminant production s,....". be "pasILn
based: In contrast. an organic dairy producer maintained that a \1''IIolln, presafpIIve 
definition of pasture would not be appropriate in a final rule. ThiI c:ommenter stated that the 
diversity of growing seasons, environmental variables, and forage and grass species could 
not be captured in a single definition and that c:erIIfying agents should define pasture on a 
case-by-case basis. ThiI commenter also disagreed with the "pastura-based requirement, 
stating that pasture should be only one of several c:omponents of balanced Uvestock 
nutrition. Singling out pasture as the foundation for ruminant management would distort this 
balance and deprive other producers of the revenue and rotation benefits they generate by 
growing livestock feed. 
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We retained the "access to pasture" requirement because the term, "pasture-based: has not 
been sufficiently defined to use for implementing the final rule. The final rule does include a 
definition for pasture, and retention of the "access to pasture" provision provides producers 
and certifying agents with a verifiable and enforceable standard. The NOP will work with the 
NOSB to develop additional guidance for managing ruminant production operations. 

(7) Stage of Production. The proposed rule contained provisions for temporary confinement, 
during which time livestock would not receive access to the outdoors. Many commenters 
were concemed that the stage-of-production justification for temporary confinement could be 
used to deny animals access to the outdoors during naturally occurring life stages, including 
lactation. Commenters overwhelmingly opposed such an allowance and stated that the 
stage of production exemption should be narrowly applied. One commenter stated that a 
dairy operation, for example, might have seven or eight distinct age groups of animals, with 
each group requiring distinct living conditions. Under these circumstances, the commenter 
maintained that a producer should be allowed to temporarily house one of these age groups 
indoors to maximize use of the whole farm and the available pasture. At its June 2000 
meeting, the NOSB stated that the allowance for temporary confinement should be restricted 
to short-term events such as birthing of newbom or finish feeding for slaughter stock and 
should specifically exclude lactating dairy animals. 

We have not changed the provision in the final rule for the stage-ot-production allowance In 
response to these comments. The NOSB has supported the principle of a stage-of
production allowance but has not provided sufficient guidance for determining, on a species
specific basis, what conditions would warrant such an allowance. Without a clearer 
foundation for evaluating practices, we have not identified any specific examples of practices 
that would or would not warrant a stage-of-production allowance. We will continue to explore 
with the NOSB specific conditions under which certain species could be temporarily confined 
to enhance their well-being. 

In the final rule, temporary confinement refers to the period during which livestock are denied 
access to the outdoors. The length of temporary confinement will vary according to the 
conditions on which it is based, such as the duration of inclement weather. The conditions 
for implementing temporary confinement for livestock do not minimize the producer's ability 
to restrain livestock in the performance of necessary production practices. For example, it is 
allowable for a producer to restrain livestock during the actual milking process or under 
similar circumstances, such as the administration of medication, when the safety and welfare 
of the livestock and producer are involved. 

Handling - Changes Based on Comments 
The following changes are made based on comments received. 
(1) Commercial Availability. A large number of commenters, including organic handlers and 
certifying agents, stated that ·commercial availability" must be included as a requirement for 
the 5 percent of non-organic ingredients that are used in products labeled "organic.· 
We agree and have added a commercial availability requirement as part of a handler's 
organic system plan under section 205.201 of this subpart. Up to 5 percent (less water and 
salt) of a product labeled "organic," may be non-organic agricultural ingredients. However, 
handlers must document that organic forms of the non-organic ingredients are not 
commercially available before using the non-organic ingredients. 

(2) Prohibited Practices. Commenters were unclear about the extent of the prohibition on 
use of excluded methods and ionizing radiation. To make that prohibition clear, we have 
moved the handling prohibitions in proposed rule sections 205.270 (c) to 205.105, 
Applicability, subpart B. Paragraphs (c)(1) and (c)(2) which listed excluded methods and 
ionizing radiation in the proposed rule are combined into paragraph (c)(1) that cross
references new section 205.105. 
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(3) Use of Predator Pests and Parasites. Paragraph (b)(1) of section 205.271 proposed that 
predator pests and paraSites may be used to control pests in handling facilities. Under FDA's 
Good Manufacturing Practice, 21 CFR part saction 110.35(e), It states that "No pests shall 
be allowed in any area of a food plant" Some commenters believed use or predator pests in 
handflng facilities is prohibited by the FDA regulation. Other commenl8rs slated that predator 
pests could be used in certain handling facilities under the FDA regulation. One c::ommenter 
claimed that the FDA regulation in 21 CFR part 110.19 allows exemptions for certain 
estsbIishments that only harvest, stora, or distribute raw agricultural producl Allother 
commenter suggested that use of predator pests should be allowed when FDA does not 
prohibit their use. 

We do not intand to be inconsistent with the FDA requirement end, Ihus, have "'10M 
proposed paragraph (b)(1) of sadion 205.271. Use of predator pests in various OIganic 
handling and storage arass Is subject to FDA's Good Manufacturing Pradice. Paragraphs 
(b)(2) and (b)(3) are redesignated. 

(4) Use of Synthetic Pheromone Lures. Proposed paragraph (b)(3) provided for use 01 ~ 
synthetic lures and rapellant A few handlers and certifying agents commented that nearly" 
pheromone luras use synthetic substances. Because pheromone lures do not come Into 
contad with products in a handling facility, commenters argued that suc:hlul'es should be 
allowed, provided that the synthetic substance used Is on the NatIonaIl/st 

We agree and have added "synthetic substances- to redesignated paraglaph (b)(2) for use 
in luras and repellents. The synthetic substances used must be consistent with the National 
Usl (5) Restrict Initial Use of Synthetics to National Ust SubltaI"lClS. Pa agtaph (c) In the 
proposed rule provided for use of any synthetic substance to prevent or COIdroI pesta. 
Several handlers and certifying agents stated that use 01 non-aynthelic end synthetic 
substances should initially be limited first to substances whk:h are aIIovMd on the National 
Usl This would mean that substances not allowed for use on the National Ust could not be 
used initially to control or prevent pest infestations. 

We agree with these comments. Use of allowed substance before use 01 other substalCllll is 
a fundamental principle of organic agriculture. Tharefore, If prefamtd pracIIoes tmder 
paragraphs (a) and (b) are not successful in preventing or controlling pest mutations, 
handlers may then use, under amended paragraph (e), only non-aynthelic or synthetic 
substances which are allowed for use on the National Usl 

We have removed the proviso that applications of a pest COIlbo/ substallce must be 
conslslenl with the product's label InstrucIions. This requirement Is readily undei stood end 
does not need to be explicitly stated in the ragulalions. 

Because paragraph (e) now provides for use only of allowed National list statanc:es. • new 
paragraph Cd) is added to allow for use of other synUIetic substances, including synthetic 
substances not on the National Ust, to prevent or COI.bo/ pest infeslalioils. These 
substances may be used only if the practices In paragraphs (8). (b), end (c::) are /r.elfectiwJ. 
Before the substance Is used, the handler and the operation's c::ertiI)ing agent must agree on 
the SYIlUIfItIc substance to be used end the measures to be taken to pre.e .. l contact of the 
substance with orgenic produds end ingredients in the facility. We expect that this 
COI1II'JILInicalioll can be aa:ompl/shad with telephone caI/s or by ele bo.w: mealS. 

ThIs ragu!aIion does not preempt Federal, State, or local health and .. iIIatIon requirements. 
We recognize that inspectors who monitor compflanCB with those regu1ations may require 
immediate intervention and use of sytllhelic substances, not on the NatIonal Ust, before or at 
the same time as the methods specified in paragraphs (b) and (e). Thelafore, to make this 
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clear, we have added a new paragraph (t). To ensure that the use of the substances does 
not destroy a product's organic integrity, we are requiring that the handler take appropriate 
measures to prevent contact of the product with the pest control substance used. 

(6) Preventing Contact wjth Prohibited Substances. Commenters recommended that, if 
prohibited substances are applied by fogging or fumigation, the organic product and 
packaging material must be required to be completely removed from the facility and reentry 
of the product or packaging be delayed for a period three times longer than that specified on 
the pesticide label. Commenters believed removal and reentry should be mandatory, 
regardless of the organic product or container. 

We understand the commenters' concerns. However, their recommendations are not 
appropriate for all pest infestations. We believe that measures needed to be taken to prevent 
contact with a synthetic substance must be determined on a case-by-case basis by the 
handler and certifying agent. As stated earlier, new paragraph (d) of section 205.271 
requires a handler and certifying agent to agree on control and prevention measures prior to 
application of a synthetic substance. We believe that such an agreement will help safeguard 
a product's organic integrity. Use of a synthetic substance in fogging or fumigation should be 
based on, among other things, location of the pest relative to the organic products in the 
facility; the extent of the pest infestation; the substance and application method to be uSed; 
the state of the organically produced product or ingredient (raw, un packaged bulk, canned, 
or otherwise sealed); and health and sanitation requirements of local, State, and Federal 
authorities. 

Paragraph (e) is changed to clarify that an operation's organic handling plan must be 
updated to document all measures taken to prevent contact between synthetic pest control 
substances and organically produced products and ingredients. 

(7) Repetitive Use of Pest Control Measures. One commenter suggested a change in the 
paragraph (e) requirement that handlers' organic plans must include "an evaluation of the 
effects of repetitive use" of pest prevention and control materials. The commenter believed 
that the requirement was excessive and beyond what should be expected of handlers. The 
commenter indicated that handlers' organic plans should address the "techniques that will be 
used to minimize" the negative effects of repetitive use of pest control materials. 

We agree that "an evaluation of the effects of repetitive use" is more than what is reasonable 
to expect of handlers in their organic plans. We do not agree, however, that an organic plan 
should be required to address the "techniques" used to minimize the effects of repatitive use 
of pest control materials. However, we believe that handlers should update their organic 
handling plans to account for the use of pest control or prevention substances, particularly if 
the substances are prohibited substances. The update should include a description of the 
application methods used and the measures taken to prevent contact between the 
substance used and the organic product. We have added these requirements in 
redesignated paragraph (e). Proposed paragraph (e) of section 205.271 is removed. 

Handling· Changes Requested But Not Made 
(1) Exceptions to Handling Processes. A commenter stated that many herbal products are 
extracted from organically produced herbs but that the extraction of those products "can 
employ significantly different methods than those used in the manufacture of more traditional 
foods." To be labeled as "organiC" ingredients, substances such as herbs, spices, flavorings, 
colorings, and other similar substances, must be derived from a certified organic source and 
be extracted without the use of prohibited substances. 

(2) Allowed SynthetiCS Used in Packaging Materials and Storage Containers. A State 
department of agriculture commented that section 20S.272(b)(1) prohibits use of synthetiC 
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fungicides, preservatives, or fumigants In packaging materials and storage containeI'S or 
bins. The comment stated that it is inconsistent to permit use of allowed substances as 
ingredients in processed products but prohibit their use as a preservative or fumigant In the 
packaging materials and storage containers and bins. The commentar suggested that 
paragraph (b)(1) be amended to permit use of National Ust-al/owed substances in sedion 
205.605, partic:ularty carbon cflOldde and ozone, in packaging materials and storage 
containers or bins. 

We understand the c:ommanter's c:onc:em. However, sedion 8510(a)(5) CJI the Act 
speclflClllIy prohibits use of any packaging materials, storage containers, or bins that COIItaln 
synthetic fungicides, preservatives, or fumigants. 

(3) Additional Measures to Prevent Product Contamination, A few c:ommenlals suggested 
changing paragraph Ce) of section 205.271 to require that handlers' organic handing plans 
specify measures that would be taken to prevent c:ontac:t between II pest COIllloi subs. iCe 
and "packaging materials." This would be in add"rIion to maasuras preventing c:ontamInaIion 
of "any ingRIdient or finished product" in the handUng facility. 

We understand the c:ommenters' objective. However, for the reasons stated earlier in regard 
to commanters' request that mandatory removal of product during pest C:Oilllol tnralliiMt be 
required, we believe that such II requirement should no! be mandatory for III packaging 
materials. Measures to prevent contamination of packaging material should be !aft to the 
handler and certifying agent to specify in the hllndHng plan. 

Handing - Clarifications 
Clarification is given on the foIowing Issues raised by c:ommentars. 

(1) We have c:orrac:ted palaglaph (c) 
of to or on organically produced IngI8dIents 
and non-organic:ally produced ingredients used In processed organic products The 
prohibition on use of ionizing radiation, excluded methods, and volatile sy. III salle IOIvei Its 
appHes to all organically produced ingredients. The 5 percent of non-organic ingnKfIents in 
products labeled "organic:." also are subject to the three prohibited practices. The non
organic: ingredients in products labeled "made wilh organic: ingRIdients" IILIIt not be 
produced using ionizing radiation or exc:tuded methods but may be ~ iCed using voIaIIIa 
synlhetic: solvents. The non-organic: ingredients in products containing less than 70 peic:ent 
organically produced ingredients may be produced and processed using ionizing racIiatiori, 
exduded methods, and syt IItIGtic: solvents. 

(2) Water Quality Used In processing. A handler queslloned whaIher public dil.tilg waIIIr 
containing approved levels of chlorine, pursuant to the Safe DrinkIrIg Water Act. Is 
acceptable for use In processing products labeled "100 palcent organic:. • Water ma81i11g the 
Safe Drinking Water Act may be used In processing any organic:aly produced ~1c:tI. 

Tampcnry Variances - Changes Based on Comment.s 
Additional Causes for Issuing Temporary Variance. A few State deparIment of agric:dture 
c:ommenters suggested that "drought" should be added to the regulatory text as II natLnI 
cflS8ster warranting a tamporary variance from regulations. 

We agree and have added drought to the regulatory text In p811IOIaph (a)(2) CJI section 
205.290. We have also added "hair as a natural disaster warranting II tamporary variance. 
Both drought and hail were mentioned In the preamble of the proposed Nle but were 
unintentionally left out of the regulatory text. 
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Temporary Variances - Changes Requested But Not Made 
Allowance of Temporary Variances. A few commenters suggested that SOP's governing 
State officials should be able to authorize temporary variances due to local natural disasters 
that may occur in a State. We do not agree that with these comments. For consistency of 
application, we believe that only the Administrator should have the authority to grant a 
temporary variance. Citing local conditions, an SOP's governing State official and certifying 
agents may recommend a temporary variance to the Administrator. We are committed to 
providing quick responses to such recommendations. 
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Subpart C • Organic Production and HandlIng RequiAtJDaul$ 
§ 205.200 General. The producer or handler of a producIIon or handing operation i IIiandIng 
to sell, label, or represent agricultural products as "100 percent organic, " "organic," or "made 
with organic (specified ingrecfMlnts or food group(s»" must comply with 1he appIio :able 
provisions of this subpart Production practices implemented in accordanc:e with this subpart 
must maintain or improve 1he natural resources of the operation, incIucIing sol and water 
quality. 

§ 205.201 Organic production and handling system plan. 
(a) The producer or handler of a production or handling operation, except as exempt or 
excluded under § 205.101, intanding to sell, label, or rapresent agricultural products as "100 
percent organic," "organic: or "made with organic (specified ingrecfienta or food group(s»" 
must develop an organic production or handling system plan that Is agreed to by the 
producer or handler and an accredited certifying agent An organic system plan must meet 
the requirements set forth in this secIion for organic production or handling. An organic 
production or handling system plan must include: 

(1) A description of practices and pnxedures to be performed and maillalned, 
including the frequency with which they wiD be performed; 

(2) A fist of each substance to be used as a producIIon or handling input, indicIIIIlg 
its composition, source, Iocation(s) where it will be used, and doeumeutallol'l of 
commercial availability, as applicable; 

(3) A description of 1he monitoring prac:tices and procedures to be perfonned and 
maintained, incIucfmg the frequency with which they will be perfonned, to verify that 
the plan is effec:tive/y implemented; 

(4) A description of the recordkeeping system Implemented to comply with the 
requirements established in § 205.103; 

(5) A description of the management practices and physical barriers established to 
prevent commingling of organic and non-organic products on a spfll opeIalion and to 
prevent contad of organic production and handling opeIatIo.1s and products with 
prohibited substances; and 

(8) Additional information deemed necessary by 1he certifying agent to evatuaIB 
compliance with the regulations. 

(b) A producer may substitut8 a plan prepared to meet 1he requirements of a"IOther Federal, 
State, or local government regulatory program for the organic system plan: Pnzyjdtd. That, 
the submitted plan meets ali the requirements of this subpart 

§ 205.202 llInd AlqUIremenIs. 
Any field or farm pafC8I from which harvested crops are intanded to be IOkf, labilld, or 
represented as "organic," must 
(a) Have been managed in accordance with the provisions of §§ 205.203 through 205.208; 

(b) Have had no prohibited substances, as listed in § 205.105, applied to it for a period of 3 
years immediately preceding harvest of the crop; and 

(e) Have distinct, defined boundaries and buffer zones such as runoff dversions to prawn 
the unintanded application of a prohibited substance to the crop or COIIIad with a prohibited 
substance applied to adjoining land that is not under organic management. 
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§ 205.203 Soil fertility and crop nutrient management practice standard. 
(a) The producer must select and implement tillage and cultivation practices that maintain or 
improve the physical, chemical, and biological condition of soil and minimize soil erosion. 

(b) The producer must manage crop nutrients and soil fertility through rotations, cover crops, 
and the application of plant and animal materials. 

(c) The producer must manage plant and animal materials to maintain or improve soil 
organic matter content in a manner that does not contribute to contamination of crops, soil, 
or water by plant nutrients, pathogenic organisms, heavy metals, or residues of prohibited 
substances. Animal and plant materials include: 

(1) Raw animal manure, which must be composted unless it is: 
(i) Applied to land used for a crop not intended for human consumption; 
(ii) Incorporated into the soil not less than 120 days prior to the harvest of a 
product whose edible portion has direct contact with the soil surface or soil 
particles; or 
(iiO Incorporated into the soil not less than 90 days prior to the harvest of a 
product whose edible portion does not have direct contact with the soil 
surface or soil particles; 

(2) Composled plant and animal materials produced though a process that 
(i) established an initial C:N ratio of between 25:1 and 40:1; and 
(ii) maintained a temperature of between 131 F and 170 F for 3 days using an 
in-vessel or static aerated pile system; or 
(iii) maintained a temperature of between 131F and 170F for 15 days using a 
windrow composting system, during which period, the materials must be 
tumed a minimum of five times. 

(3) Un-composted plant materials. 

(d) A producer may manage crop nutrients and soil fertility to maintain or improve soil 
organic matter content in a manner that does no! contribute to contamination of crops, soil. 
or water by plant nutrients, pathogenic organisms, heavy metals, or residues of prohibited 
substances by applying: 

(1) A crop nutrient or soil amendment included on the National Ust of synthetic 
substances allowed for use in organic crop production; 

(2) A mined substance of low solUbility; 

(3) A mined substance of high solubility, Provided, That. the substance is used in 
compliance with the conditions established on the National Ust of non-synthetic 
materials prohibited for crop production; 

(4) Ash obtained from the buming of a plant or animal material, except as prohibited 
In paragraph (e) of this section: Provided. That, the material bumed has not been 
treated or combined with a prohibited substance or the ash is not included on the 
National Ust of non-synthetic substances prohibited for use in organic crop 
production; and 

(5) A plant or animal material that has been chemically altered by a manufacturing 
process: Provided, That, the material is included on the National Ust of synthetic 
substances allowed for use in organic crop production established in § 205.601. 
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(e) The producer must not use: 
(1) Any fertilizer or composted plant and animal material that contains a synthetic 
substance not included on the National Ust of synthetic substances allowed for use 
in organic crop production; 

(2) Sewage sludge (biosoIlds) as defined in 40 CFR Part 503; and 

(3) Burning as a means of disposal for crop residues produced on the opeudloil: 
Except That, burning may be used to suppress the spread of disease or to stImuIale 
seed germination. 

S 205.204 Seeds and planting stock practice standard. 
(a) The producer must use organlcelly grown seeds, annual seedlings, and planting stock: 
Except That, 

(1) Non-organically produced, untreated seeds and planting stock may be used to 
produce an organic crop when an equivalent organically produced variety Is nat 
commercially available, Except That, organically produced seed must be used for 
the production of edible sprouts; 

(2) Non-organicelly produced seeds and planting stock that have been treated with a 
substance included on the National Ust of synthetic substances allowed for use in 
organic crop production may be used to produce an organic crop when an ecp.ivaIanl 
organically produced or untreated variety is not commen::ially available; 

(3) Non-organically produced annual seedlngs may be used to produce an organic 
crop when a temporary variance has been granted in accordance with § 
205.29O(a)(2}; 

(4) Non-organically produced planting stock to be used to produce a peranniaI crop 
may be sold, labeled, or raprasented es organically produced only after the planting 
stock has been maintained under a system of organic management for a period of no 
less than 1 year; and 

(5) Seeds. annual seedlings, and planting stock treated with prohtited subsIaIlC8S 
may be used to produce an organic crop when the application of the materials is • 
requirement of Federal or State phytosanltary regulations. 

§ 205..205 Crop .otallon pnlctIce standard. 
The producer must implement a crop 10tation including but not limited to sod, cover crops. 
green manure crops, and catch crops that provide the following functions that ana applicable 
to the operation: 

(a) Maintain or improve soil organic matter content; 
(b) Provide for pest management In amual and perennlel crops; 
(c) Manage deficient or excess plant nutrients; and 
(d) Provide erosion control. 

S 205.206 Crop pest. weed, and disease management pnlctIce standard. 
(a> The producer must use management praclices to prevent crop pests, weeds, and 
diseases incIucfmg but nat limited to: 

(1) Crop rotation and soil and crop nutrient management pracIices, as provided for in 
55 205.203 and 205.205; 

(2) Sanitation measures to ramova disease vectors, weed seeds, and habitat for pest 
organisms; and 
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(3) Cultural practices that enhance crop health, including selection of plant species 
and varieties with regard to suitability to site-specific conditions and resistance to 
prevalent pests, weeds, and diseases. 

(b) Pest problems may be controlled through mechanical or physical methods including but 
not limited to: 

(1) Augmentation or introduction of predators or parasites of the pest species; 

(2) Development of habitat for natural enemies of pests; 

(3) Non-synthetic controls such as lures, traps, and repellents. 

(c) Weed problems may be controlled through: 
(1) Mulching with fully biodegradable materials; 

(2) Mowing; 

(3) Livestock grazing; 

(4) Hand weeding and mechanical cultivation; 

(5) Flame, heat, or electrical means; or 

(6) Plastic or other synthetic mulches: Provided. That, they are removed from the 
field at the end of the growing or harvest season. 

(d) Disease problems may be controlled through: 
(1) Management practices which suppress the spread of disease organisms; or 

(2) Application of non-synthetic biological, botanical, or mineral inputs. 

(e) When the practices provided for in paragraphs (a) through (d) of this section are 
insufficient to prevent or control crop pests, weeds, and diseases, a biological or botanical 
substance or a substance included on the National List of synthetic substances allowed for 
use in organic crop production may be applied to prevent, suppress, or control pests, weeds, 
or diseases: Provided. That, the conditions for using the substance are documented in the 
organic system plan. 

(f) The producer must not use lumber treated with arsenate or other prohibited materials for 
new installations or replacement purposes in contact with soil or livestock. 

§ 206.207 Wlld-crop harvesting practice standard. 
(a> A wild crop that is intended to be sold, labeled, or represented as organic must be 
harvested from a deSignated area that has had no prohibited substance, as set forth in § 
205.105, applied to it for a period of 3 years immediately preceding the harvest of the wild 
crop. 

(b) A wild crop must be harvested in a manner that ensures that such harvesting or 
gathering will not be destructive to the environment and will sustain the growth and 
production of the wild crop. 

§§ 206.208 - 206.236 [Reserved) 
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§ 205.236 OrIgIn of livestock. 
(a) Uvestock products that are to be sold, labeled, or represellted as organic must be from 

livestock under continuous organic management from the last 1hild of g&$18tiOI. or 
hatching: Except. That, 
(1) POUltrY. Poultry or edible poultry products must be from pou/Iry that has been I.I'1dar 
continuous organic management beginning no later than the second day of life; 

(2) [)airy animals. Milk or milk products must be from animals that have been I.I'1dar 
continuous organic management beglmlng no later then 1 ye.- prior to the pnxIIlCIion of 
the Il'IIlk or milk products thet are to be sold, labeled, or represented as organic, Exgpt. 
That, when an entire, distinct herd is converted to organic production, the producer may: 

(i) For the fIrSt 9 mon1hs of the year, provide a minimum of 8Q.percant feed that is 
either organic or raised from land induded in the organic system plan and managed 
in compliance with organic crop requirements; and 
(ii) provide feed in compliance with § 205.237 for the finIII 3 months. 
(iii) Once an entire, distinct herd has been converted to organic production, aI dairy 
animals shall be under organic management from the last 1hild of geslatiorL 

(3) Breeder stock. Livestock used as breeder stock may be brought from a non-organic 
operatiOn onto an organic operation at any tima: Prpylded, That, if such livestock are 
gestating and the offspring are to be raised as organic livestock, the breeder stock must 
be brought onto the facility no later then the last 1hiId of gestalbl. 

(b) The foI/owIng are prohibited: 
(1) Livastock or edible livestock products 1hat are removed from an organic opendion 
and subsequently managed on a non-organic operation may be not sold, labeled, or 
represented as organically produced. 

(2) Breeder or dairy stock that has not bean under c:ontinuous organic management 
since the last 1hiId of gestation may not be sold, labeled, or represented as organic 
slaughter stock. 

(c) The producer of an organic livestock operation must maintain records suIfic:ienl IiO 
preserve the identity of all organically managed animals and edlbIe and non-edibIe alii mal 
products produced on 1he operation. 

S 205.237 Livestock feed. 
(a) The producer of an organic livestock operation must provide livestock with a total lead 
ration composed of agricultural products, including pasture and fonIge, that are organically 
produced and, if applicable, organically handled: Except That, non-SYIIIl18tic SllbsIaIiCBS 
and synlhelle substances al/owecl under § 205.603 may be used as feed addIIi.es and 
supplemants. 

(b) The producer of an organic opeiation must not: 
(1) Use animal drugs. including hormones, to p!omote gruwth; 

(2) Provide feed supp/aments or additives in amounts abcNe those neaded for 
adequate nutrition and health mainlenance for the species at its specific stage of Ih; 

(3) Feed plaSlle pellets for roughage; 

(4) Feed formulas containing urea or manure; 

(5) Feed mammalian or poultry slaughter by-products to mammals or poultry; or 
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(6) Use feed, feed additives, and feed supplements in violation of the Federal Food, 
Drug, and Cosmetic Act. 

§ 205.238 Livestock health care practice standard. 
(a) The producer must establish and maintain preventive livestock health care practices, 
including: 

(1) Selection of species and types of livestock with regard to suitability for site
specific conditions and resistance to prevalent diseases and parasites; 

(2) Provision of a feed ration sufficient to meet nutritional requirements, including 
vitamins, minerals, protein and/or amino acids, fatty acids, energy sources, and fiber 
(ruminants); 

(3) Establishment of appropriate housing, pasture conditions, and sanitation practices 
to minimize the occurrence and spread of diseases and parasites; 

(4) Provision of conditions that allow for exercise, freedom of movement, and 
reduction of stress appropriate to the species; 

(5) Performance of physical alterations as needed to promote the animal's welfare 
and In a manner that minimizes pain and stress; and 

(6) Administration of vaccines and other veterinary biologics. 

(b) When preventive practices and veterinary biologics are inadequate to prevent sickness, a 
producer may administer synthetiC medications: Provided, That, such medications are 
allowed under § 205.603. Parasiticides allowed under § 205.603 may be used on 

(1) Breeder stock, when used prior to the last third of gestation but not during 
lactation for progeny that are to be sold, labeled, or represented as organically 
produced; and 

(2) Dairy stock, when used a minimum of 90 days prior to the production of milk or 
milk products that are to be sold, labeled, or represented as organic. 

(cl The producer of an organic livestock operation must not 
(1) Sell, label, or represent as organic any animal or edible product derived from any 
animal treated with antibiotics, any substance that contains a synthetiC substance not 
allowed under § 205.603, or any substance that contains a non-synthetic substance 
prohibited in § 205.604. 

(2) Administer any animal drug, other than vaccinations, in the absence of illness; 

(3) Administer hormones for growth promotion; 

(4) Administer synthetic parasiticides on a routine basis; 

(5) Administer synthetic parasiticides to slaughter stock; 

(6) Administer animal drugs in violation of the Federal Food, Drug, and Cosmetic Act; 
or 

(7) Withhold medical treatment from a sick animal in an effort to preserve its organiC 
status. All appropriate medications must be used to restore an animal to health when 
methods acceptable to organiC production fail. Livestock treated with a prohibited 
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substance must be clearly identified and shall not be sold, labeled, or repnII8I1led as 
organically produced. 

§ 205.239 Livestock living conditions. 
Ca) The producer of an organic livestock operation must estabIiIh and maintain IN aldOCk 
living conditions that accommodate the health and natural behavior of an/mats, including: 

(1) Access to the outdoonl, shade, shelter, exercise areas, fresh air, and dirad 
sunRght suitable to the species, Its stage of production. the climate, and the 
environment; 

(2) Access to pastwe for ruminants; 

(3) Appropriate clean, dry bedding. If the bedding is typically consumed by the an/maI 
species, It must comply with the feed requirements of § 205.237; 

(4) Shelter designed to allow for: 
(i) Natural maintenance, comfort behaviors, and opportuniI.y to exarcis a; 
(Ii) Temperature level, ventilation, and air cin:uIatIon suitable to the species; 
and 
flii) Reduction of potential for livestock Injury; 

(b) The producer of an organic livestock opeIalion may provide temporary COi .... wwnent for 
an animal because of: 

(1) Indementweather; 

(2) The animafs stage of production; 

(3) Conditions under which the health, safety, or well being of the an/maI could be 
jeopardized; or 

(4) Risk to soil or water quality. 

(e) The producer of an organic Ivestock operation must manage manure in a manner that 
does not contribute to COIltarlllnation of crops. SOIl, or water by plant nutrienta, heavy metals, 
or pathogenic organisms and optimizes recycling of nutrients. 

§l205..Mt - 205.269 (Reserved) 

§ 205.270 Organic INIndIfng requIntmenIa. 
Ca) Mechanical or biological methods, inctuding but not limited to cooking. baki'Ig, cuing. 
heating. drying. mixing, grlncrmg. churning. separating, distilling. exbactillg. slaughtern"\Q, 
cutting, fermenting, eviscerating, preserving, dehydrating, freezilig. chiIIng. or otherwise 
manufacturing, and the packaging, canning, jarring, or otherwise endoIing food in a 
container may be used to process an organically produced agricullural produd for the 
purpose of ratarding spoilage or otherwise praparing the agricultural produd for market. 

(b) Nonagricultural substances allowed under § 205.605 and non-organically produced 
agricultural products allowed under § 205.806 may be used: 

(1) In or on a processed agricullural produd Intended to be sold, labaled, or 
represented as "organic." pursuant to § 205.301(b), If not commen:iaIJ avellable in 
organic form. 
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(2) In or on a processed agricultural product intended to be sold, labeled, or 
represented as "made with organic (specified ingredients or food group(s»: pursuant 
to § 205.301(c). 

(c) The handler of an organic handling operation must not use in or on agricultural products 
intended to be sold, labeled, or represented as "100 percent organic." "organic," or "made 
with organic (specified ingredients or food group(s»," or in or on any ingredients labeled as 
organic: 

(1) Practices prohibited under paragraphs (e) and (f) of § 205.105. 

(2) A volatile synthetic solvent or other synthetic processing aid not allowed under § 
205.605, Except. That, non-organic ingredients in products labeled "made with 
organiC (specified ingredients or food group(s»· are not subject to this requirement. 

§ 205.271 Facility pest management practice standard. 
(a) The producer or handler of an organic facility must use management practices to prevent 
pests, including but not limited to: 

(1) Removal of pest habitat, food sources, and breeding areas; 

(2) Prevention of access to handling facilities; and 

(3) Management of environmental factors, such as temperature, light, humidity, 
atmosphere, and air circulation, to prevent pest reproduction. 

(b) Pests may be controlled through: 
(1) Mechanical or physical controls including but not limited to traps, light, or sound; 
or 

(2) Lures and repellents using non-synthetic or synthetic substances consistent with 
the National Ust. 

(c) If the practices provided for in paragraphs (a) and (b) of this section are not effective to 
prevent or control pests, a non-synthetic or synthetic substance consistent with the National 
Ust may be applied. 

(d) If the practices provided for in paragraphs (a), (b), and @ of this section are not effective 
to prevent or control facility pests, a synthetic substance not on the National List may be 
applied, Provided, That, the handler and certifying agent agree on the substance, method of 
application, and measures to be taken to prevent contact of the organically produced 
products or ingredients with the substance used. 

(e) The handler of an organic handling operation who applies a non-synthetic or synthetic 
substance to prevent or control pests must update the operation's organic handling plan to 
reflect the use of such substances and methods of application. The updated organic plan 
must include a list of all measures taken to prevent contact of the organically produced 
products or ingredients with the substance used. 

(f) Notwithstanding the practices provided for in paragraphs (a), (b), (c), and (d) of this 
section, a handler may otherwise use substances to prevent or control pests as required by 
Federal, State, or local laws and regulations, Provided. That, measures are taken to prevent 
contact of the organically produced products or ingredients with the substance used. 
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§ 205.272 Commingling and contact with prohibited substance prevention pnactIce 
standard. 
(a) The handler of an organic handling operation must implement measures necessary tD 
prevent the commingling of organic and non-organic products and protect organic products 
from contact with prohibited substances. 

(b) The following are prohibited for use in the handling of any 0IganicaIy produced 
agricultural product or ingredient labeled in accordance with subpart D of this part 

(1) Packaging matetials, and stDrege containers, or bins that contain a synthetic 
fungicide, preservative, or fumigant; 

(2) The use or reuse of any bag or container that haS been in c:onIaCt with any 
substance in such a manner as tD compromise the organic integrity of any 0IVIIfIIca1ly 
produced product or ingredient placed in those containers, unless such reusable bag 
or container has been thoroughly cleaned and poses no IIsk of c:onIaCt of the 
organically produced product or ingredient with the substance used. 

§§ 205.273 - 205.289 [ReservecIJ 

§ 205.290 Temporary variances. 
Ca) Temporaly variancas from the requirements In 55 205.203 through 205.207, 205.238 
through 205.239, and 205.270 through 205.272 may be established by the Admillistialo( for 
the foDowlng reasons; 

(1) Natural disasters declared by the Secretary; 

(2) Damage caused by drought, wind, flood, exc:essIve moIstl:.n, hal, tDmado, 
earthquake, fire, or other business interruption; and 

(3) Practlcas used for the purpose of conducting researd1 or trials of tedmIques, 
varietieS, or Ingredients used in organic productiOn or handling. 

(b) A State organic program's governing State official or cartifylng agent may racommand in 
writing tD the Administrator that a temporary variance from a standard set forth in subpart C 
of this part for organic productiOn or handling operations be established: Prpvjdtd. That, 
such variance is based on one or more of the reasons listed In paragraph Ca) of this seclloi L 

(e) The AdminisllatDr wII provide written lIotificalion to certifying agents upon estabIlIhmant 
of a temporary variance applicable to the C8ItifyIng agent's certified producIIon or handing 
operations and specify the period of time it shall remain In effect, subject to extansion as the 
Administrator deems necassary. 

(d) A certifying agent, upon nolification from the AdminisbatDr of the establishment of a 
temporary variance, must notify each production or handling opetation it cettiIIes tD which 
the temporary variance applies. 

(e) Temporaly variances wII not be granted for any practica. material, or pnICItCfI.n 
prohibited under § 205.105. 

§§ 205.291-205.299 [Res8rvecIJ 
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Subpart D • Labels, Labeling, and Market Information 
The Act provides that a person may sell or label an agricultural product as organically 
produced only if the product has been produced and handled in accordance with provisions 
of the Act and these regulations. This subpart sets forth labeling requirements for organic 
agricultural products and products with organic ingredients based on their percentage of 
organic composition. For each labeling category, this subpart establishes what organic terms 
and references can and cannot be displayed on a product package's principal display panel 
(pdp), information panel, ingredient statement, and on other package panels. Labeling 
requirements also are established for organically produced livestock feed, for containers 
used in shipping and staring organic product, and for denoting organic bulk products in 
market information which is displayed or disseminated at the point of retail sale. Restrictions 
on labeling organiC product produced by exempt operations are established. Finally, this 
subpart provides for a USDA seal and regulations for display of the USDA seal and the 
seals, logos, or other identifying marks of certifying agents. 

The intent of these sections is to ensure that organically produced agricultural products and 
ingredients are conSistently labeled to aid consumers in selection of organic products and to 
prevent labeling abuses. These provisions cover the labeling of a product as organiC and are 
not intended to supersede other labeling requirements specified in other Federal labeling 
regulations. The Food and Drug Administration (FDA) regulates the placement of information 
on food product packages in 21 CFR parts 1 and 101. USDA's Food Safety and Inspection 
Service's (FSIS) Federal Meat Inspection Act, Poultry Products Inspection Act, and Egg 
Products Inspection Act have implementing regulations in 9 CFR part 317 which must be 
followed in the labeling of meat, poultry, and egg products. The Federal Trade Commission 
(FTC) regulations under the Fair Packaging and Labeling Act (FLPA) in 16 CFR part 500 
and the Alcohol Tobacco and Firearms (ATF) regulations under the Federal Alcohol 
Administration Act (FAA) in 27 CFR parts 4, 5, and 7, also must be followed, as applicable to 
the nature of the product. The labeling requirements specified in this subpart must be 
implemented in a manner so that they do not conflict with the labeling requirements of these 
and other Federal labeling requirements. 

While this regulation does not require labeling of an organic product as organic, we assume 
that producers and handlers choose to label their organic products and display the USDA 
seal to the extent allowed in these regulations. They do this to improve the marketability of 
their organic product. 

Under the National Organic Program (NOP), the assembly, packaging, and labeling of multi
ingredient organic products are considered handling activities. The certification of handling 
operations is covered in subpart C of this regulation. No claims, statements, or marks using 
the term, "organic,· or display of certification seals, other than as provided in this regulation, 
may be used. Based on comments received, several important labeling changes from the 
proposed rule are made in this final rule. (1) The term, "organic," cannot be used in an 
agricultural product name if it modifies an ingredient that is not organically produced (e.g., 
·organic chocolate ice cream" when the chocolate flavoring is not organically produced). (2) 
The 5 percent or less of non-organic ingredients in products labeled "organic" must be 
determined not ·commercially available" in organic form. (3) Display of a producfs organic 
percentage is changed from required to optional for ·organic" and "made with ... " products. 
(4) The minimum organic content for "made with ... " products is increased from 50 percent to 
70 percent. (5) In addition to listing individual ingredients, the "made with .. ." label may 
identify a food group on the label C'made with organiC fruit'l (6) A new section is added to 
provide labeling of livestock feed that is organically produced. (7) Finally, a revised design 
for the USDA seal is established. In addition to these changes, we have made a few 
changes in the regulatory text for clarity and consistency purposes. These do not change the 
intent of the regulation. 
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Once a handler makes a decillion to market a product as organic 01' conbIinilg organic 
ingredients, the handler Is required to follow the provisions in this subpart regarding use, 
display, and location of organic claims and ceI1ification seals. HandlerS who produce and 
label organic ingredients and/or assemble muJtl..ingredien products composed of 70 pellC8llt 
or more organic ingredients must be certified as an organic handling OpeIation. HandlerS of 
pAKIucls of lass than 70 percent organic ingredients do not have to be IC8lIified ...... the 
handler actually produces one or more of the organic Ingredients used in the product. 
Repackers who pun:hase certified organic product from other enIItias for repackaging and 
labeling must be certified as an organic operation. Entities which simply relabel an OIganic 
pAKluct package are subject to recordkeeplng requirements which show proof that the 
product purchased prfor to relabeling was, indeed, organically produced and handled. 
Distributors which receive and lransport labeled pAKIuct to market are not subject to 
certification 01' any labeling requirements of this regulation. 

Many commenters appealed for "transition" or "conversion" labeling. This Issue Is discussed 
under Applicebnlty in subpart B. Transition labeling Is not provided for in the Ad 01' the 
proposed rule and is not provided for in this regulation. 

Descrfption of Regulations 
General Requhments 
The general labeling principle employed in this regulation is that labelng 01' idenlilicatlon of 
the organic nature of a product increases as the organic COIIlent of the product irIaaasas. In 
other words, the higher the organic content of a product. the more prominently lis orga ic 
nature can be displayed. This is conaIstant with provisions of the Act which as1abIIsh the 
three percentage categories for organic corllent and basic laberltlg requirements In those 
catagorias. 

Section 205.300 specifies the general use of the term, "oJ;8nic.. on product labels and 
market information. Paraglaph (a) establishes Ihet the term, "organic.. may be used only on 
labels and in market information as a modiIIer of agricultural products and Ingredients that 
have been certified as produced and handled in accordance with these regufaIions. The 
term, "organic," cannot be used on a product label 01' in market information for any fUPOI8 
other then to modify or identify the product 01' ingredient In the product that Is OIgalllcaly 
produced and handled. Food products and Ingredierlts that are not organically produced and 
handled cannot be mocflfied, described, or identified with the term, "organic." on any 
packaga panel or in market information in any way Ihet Implies the product Is orgaicaly 
pAKluced. 

Section 6519(b) of the Act provides the Secrelary with the authority to review use of the 
term, "organic," in agricultural product namas and the names of companies that produce 
agticultura/ products. While we believe that the term, "oJ;8nic.. in a brand name COIIIaxl 
does not inherently imply an organic production 01' handlilg claim and, thus, does not 
inherently constitute a faI8e or mlsleacfing statement, we intend to mOIliliOi the use of the 
term In the context of the entire label. We will consult with the FTC and FDA reg&ldihll 
product and company names Ihet may misrepresent the nature of the product and take 
action on a case-by-case basis. 

categories of Organic Content 
Section 205.301 establishes the organic corllent requirements for diII'erent labeling 
provisions specified underthls program. The type of labeling and market ilformation that can 
be used and lis placement on different panels of consumer packages and in market 
Information Is based on the percentage of organic ingIadiants In the product. The perIC8Iltage 
must reflect the actual weight or fluid volume (excluding water and salt) of the organic 
ingredients in the product. Four categories of organic content are established: 100 percent 
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organic; 95 percent or more organic; 70 to 95 percent organic; and less than 70 percent 
organic. 

100 Percent Organic 
For labeling and market information purposes, this regulation allows a "100 percent organic" 
label on: (1) agricultural products that are composed of a single ingredient such as raw, 
organically produced fruits and vegetables and (2) products composed of two or more 
organically produced ingredients, provided that the individual ingredients are, themselves, 
wholly organiC and produced without any non-organic ingredients or additives. Only 
processing aids which are, themselves, organically produced, may be used in the production 
of products labeled "100 percent organic." With the exception of the description phrase "100 
percent" on the pdp, the labeling requirements for "100 percent organic" products are the 
same as requirements for 95 percent organic products specified in section 205.303. 

Organic 
Products labeled or represented as "organic" must contain, by weight (excluding water and 
salt), at least 95 percent organically produced raw or processed agricultural product. The 
organic ingredients must be produced using production and handling practices pursuant to 
subpart C. Up to 5 percent of the ingredients may be nonagricultural substances (conSistent 
with the National Ust) and, if not commercially available in organic form pursuant to section 
205.201, non-organic agricultural products and ingredients in minor amounts (hereinafter 
referred to as minor ingredients) (spices, flavors, colorings, oils, vitamins, minerals, 
accessory nutrients, incidental food additives). The non-organic ingredients must not be 
produced using excluded methods, sewage sludge, or ionizing radiation. 

Made with Organic Ingredients 
For labeling and market information purposes, the third category of agricultural products are 
multi-ingredient products containing by weight or fluid volume (excluding water and salt) 
between 70 and 95 percent organic agricultural ingredients. The organic ingredients must be 
produced in accordance with subpart C and subpart G. Such products may be labeled or 
represented as "made with organic (specified ingredients or food group(s»." By "specified," 
we mean the name of the agricultural product(s) or food group(s) forming the organic 
ingredient{s). Up to three organically produced ingredients or food groups may be named in 
the phrase. 

If one or more food groups are specified in the phrase, all ingredients in the product which 
belong to the food group(s) identified on the label must be organically produced. For the 
purposes of this labeling, the following food groups may be identified as organically 
produced on a food package label: beans, fish, fruits, grains, herbs, meats, nuts, oils, 
poultry, seeds, spices, sweeteners, and vegetables. In addition, processed milk products 
(butter, cheese, yogurt, milk, sour creams, etc.) also may be identified as a "milk products" 
food group. For instance, a vegetable soup made with 85 percent organically produced and 
handled potatoes, tomatoes, peppers, celery, and onions may be labeled "soup made with 
organiC potatoes, tomatoes, and peppers" or, altematlvely, "soup made with organic 
vegetables." In the latter example, the soup may not contain non-organic vegetables. For the 
purposes of this labeling provision, tomatoes are classified, according to food use, as a 
vegetable. 

To qualify for this organic labeling, the non-organic agricultural ingredients must be produced 
and handled without use of the first three prohibited practices specified in paragraph (f) of 
section 205.301, but may be produced or handled using practices prohibited in paragraphs 
(f)(4) through (f){7). 
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Because of the Ieng1h of the labermg phrase "made wiIh organic (specified ill9ladienIs or 
food group(s»,· such products are referred to in this preamble as "made with ••• • produds. 
The labeling requirements for "made with .•. " products are specified In section 205.304. 

Product WIth Less Than 70 Pen:ent Organic !notedl ..... 
The final labeling category covers multi-Ingredient products with less than 70 pen:ent organic 
ingredients (by weight or fluid volume, excluding water and saIt). The organic ingredients 
must be produced In accordance with subparts C and G. The remaining non-organIc 
ingredients may be produced, handled, and assembled without regard to these reguIatioiIs 
(using prohibited substances and prohibited production and handling pracIiceII). OrganIc 
IabeOng of these products is limited to the Information panel only as provided In section 
205.305. 

Products that fail to meet the requirements for one labeling category may be eligible for a 
lower labeling category. For example, if a product contains wholly organic lngIedients but .. 
product formulation requires a processing aid or less than 5 pen::ent of a minor lngIedielll 
that doss not exist In organic form, the product cannot be labeled "100 pen:ent organic" and 
must be labeled as "organic." If a multi-lngredlent product is 95 pen:ent or more organic but 
contains a prohibited substance In the remaining 5 percant. the product carlilOl be labalad as 
"organic,. because of the presence of the prohibited substance, but may be labeled as a 
"meda with ... " product Further, a handler who produces a ·1(lO pen:ent organic" or ·oro-Iie" 
product but choosas not to be cartified under Ihis program may only display" org&llie 
peroentage on the Information panel and labellhe Ingredients as .organIc" on the lngIedielll 
statement. The handler must comply wiIh reconfkaeping requirements In subpalt E. 

livestock feed 
All agriculturallngredlentll used In raw and procassed IIvastock feed that is lab aled • ·100 
pen:ent organic" and "organic" must be organically produced and handled In accotdallce 
with the requiremerlls of these regulations. The difference between the two labels is that 
feed labeled as "100 percent organic" must be composed only of organically proc:lucac:l 
agricufturallngrecfJents and may not conIain non-organic feed addiU •• or suppIemenII. The 
agricultlnJ portion of livestock feed labeled as "organic" must contain only organically 
produced raw and procassed agriculbJreI ingredients and may contain feed addiIIws and 
supplements in conformance wiIh Ihe requirements of section 205.237. Ac:Id"dionaIIy,labalng 
of livestock feed conIainars must follow State IIvastock feed labefing laws. 

Prohibited PractIces 
The labeling of whole products or ingredients as or gallic is pnIhibItec:I if those procIIlcts or 
Ingredients are produced using any of the following producIion or handling praclices: (1) 
ingredients or procasslng aids produced using excIucIed meIhoda; (2) Ingrecfl8l1lathat have 
bean produced using applications of sewage sludge; (3) ingredients that have been 
procassed with ionizing radiation; (4) syn1hatic substances not on the NatIonal lIsI; (5) 
sulfilas, nitrates. or nlbites added to or used In procaulng of an organic product In addition 
to Ihose substances occurring naturally In a commodity <except the use of suIfilas In the 
produclion of wine); (6) use of the phrese. "organic when available," or sImIar s18Iainent on 
labels or In market Information when referring to products cornpcsed of non-organIc 
Ingredients used in pIaca of specified organic Ingredients; and (7) labeling as "organic" any 
product containing both organic and non-organlc forms of an Ingredient specified as 
"organic" on the label. 

These seven prohibiUons apply to the four labeling caIegorIas of procIIldI and are nat 
individually repeated as prohibited pracIicas In the following sections. Table 1. ProhIbited 
Production and Handling Practicas for Organic Labeling. shows how use of the seven 
prohibited pradicas affects the labermg of organically produced products and ingredients 
used In those products. 
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TABLE 1: PROHIBITED PRODUCTION AND HANDLING PRACTICES FOR LABELING 
CATEGORIES 

Use Contain Use non-organic Use both organic 
Organic and use Use Use Use substances addad 

excluded sewage ionizing not on sulfltes, Ingradlents and and non-organic 
abel label "when forms of same methods sludge radiation National nitrates, available" ingradlent List nitrites 

100 percent 
~rganic" 
Single/multi NO NO NO NO NO NO NO ngredients 
completely 
organic 
'Organic" 
Organic 
ngredlents 
(95% or more) NO NO NO NO NO NO NO 
Non-organlc 
ngredients 

NO NO NO NO NO NO NO (5% or less) 

'Made with 
~rganic 
ngredients" NO-excep 
Organic 

wine 

ngredients NO NO NO NO NO NO (70-95%) 
Non-organic OK 
ngredienlS NO . NO NO OK NA* NA* 
(30% or less) 

Less-than 70% 
organic 
ngredients 

Organic 
·NQ-excep1 Ingredients NO NO NO NO NO NO (30% or less) Wine 

Non-organic 
OK OK OK OK NAw NA* Ingredients OK 

(70% or more) 
• Not applicable, provided that the non-organic ingredient IS not labeled as 'organlc' on the Ingredient 
statement and is not counted in the calculation of the product's organic percentage. 

Calculating the Percentage of Organic Ingredients 
Section 205.302 specifies procedures for calculating the percentage, by weight or fluid 
volume, of organically produced ingredients in an agricultural product labeled or represented 
as "organic." The calculation is made by the handler at the time the finished product is 
assembled. 

The organic percentage of liquid products and liquid ingredients is determined based on the 
fluid volume of the product and ingredients (exduding water and salt). When a product is 
identified on the pdp or the information panel as being reconstituted with water from a 
concentrate, the organic content is calculated on the basis of a Single-strength 
concentration. 
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For products 1hat contain organically produced dry and liquid ingredients. the percentage of 
total organic ingredients Is based on the combined welgld of the dry organic Ingnldielll(s) 
and the weight of the liquid organic ingredient(s) (excluding water and 1811). For example. a 
product may be made using organically produced vegetable oils or grain oils or contain 
organic liquid flavoring extracts in addition to other organic and non-otg8I1ic ingradIenfs. In 
such cases. the weight of the liquid organic oils or flavoring extnacts. less any added water 
and salt, would be edded to other solid organic ingredients in the product, and their 
combined weight would be the basis for caloolatlng the percentage of organic irlgiediel1ls. 

At the discretion of the handler. the total percentage of aD organic lngIadienls in a food 
product may be displayed on any package panel of the product with the pt ..... "contains X 
percent organic ingredients," or a similar phrase. If the total pen:er ltage Is a fradion. it must 
be rounded down to the nearest whole nUmber. The percentage of each organic /ngIadient is 
not required to be displayed in the ingredient statement. 

A certified operation 1hat produces organic product may contract with anoIher opeiallon to 
repackage and/or relabel the product in consumer packages. In such ca .... the rapacker or 
relabeler may use information provided by the certified operation to determine the 
percentage of organic ingredients and property label the organic product package consistent 
with the requiremerdS of this subpart. 

LabeDng "100 Pen:ent OrganIc" and "Organic" Producls 
Section 205.303 includes optional. required, and prohibited practice& for labeling agriI:uIbnII 
products 1hat are "100 percent organic" or "organic." Products that are composed of whoIy 
organic ingredients may be identified with the label statemant. ~oo percent organic," on any 
package paneL Products composed of between 95 and 100 percent organic lngIedients may 
be identified with the label statement "organic" on any package panel, and the handler must 
identify each organic ingredient in the ingredient statement. 

The handler may display the following information on the pdp, the information panel. ... any 
other part of the package and in market information representing the product: (1) the Ienn, 
"100 pen::ant organic" or "organic." as applicable to the content of the product; ... (2) for 
prodUcts labeled "organic." the percentage of organic ingredients in the product. The size of 
the percentage slatemerd must not exceed one-half the size of the "(1811: tp size on the 
penel on which the statement is OlSplayed. It also must appear in Its entirety in the same 
type size. style. and COlor without highlighting; (3) the USDA seal; ... (4) the ..... logo. or 
other identifying mark of the certifying agent (hereafter leferrad to 8$ ..... or logo") which 
certified the handler of the finished product The seals or logos of other certifYIng agents 
which certified organic raw materials or organic ingredients used in the product aiso may be 
displayed, at the discretion of the finished product handler. If multiple organic ingredients are 
iclellIified on the ingredient statement, the handler of the finished product that combined the 
various organic ingredients must maintain ·documentatlon. pursuant to $I1bpart B of this 
regulation. 

Vllhlle CIfIfying agent IdentIIIcations cen appear on the package with the USDA seal. 1hey 
may not appear larger then the USDA seal on the package. There is no nISIriction on the 
size of the USDA seal 8$ It may appear on any panel of a packaged product. provided that 
display of the Seal conforms with the laberrng requlremerdS of FDA and FSIS. 

If a product is labeled as "100 percent organic" the ingredients may be icIeIltilied with the 
term. "organic," but will not have to be so labeled because it is 8SISUII'Ied from the 100 
percent label that all ingredients are organic. For 95 percent..pIus prodllCts, each organically 
produced ingredient listed in the ingredient statement must be identified with the term. 
"organic," or an asterisk or other mark to indicate that the ingredient is organically produced. 
Water and salt cannot be identified as "organic" in the ingredient statement 



The handler of these products also must display on the information panel the name of the 
certifying agent which certified the handling operation that produced the finished product. 
The handler may include the business address, Intemet address, or telephone number of the 
certifying agent. This information must be placed below or otherwise near the manufacturer 
or distributor's name. 

Labeling Products "Made with Organic (specified ingredients or food group(s»" 
With regard to agricultural products "made with .. ."--those products containing between 70 
and 95 percent organic ingredients-this rule establishes, in section 205.304, the following 
optional, required, and prohibited labeling practices. 

Under optional practices, the "made with ... " statement is used to identify the organically 
produced ingredients in the product. The statement may be placed on the pdp and other 
panels of the package. The same statement can also be used in market information 
representing the product. However, the following restrictions are placed on the statement: (1) 
the statement may list up to three ingredients or food group commodities that are in the 
product; (2) the individually specified ingredients and all ingredients in a labeled food group 
must be organically produced and must be identified as "organic" in the ingredient statement 
on the package's information panel; (3) the statement cannot appear in print that is larger 
than one half (50 percent) of the size of the largest print or type appearing on the pdp; and 
(4) The statement and optional display of the product's organic percentage must appear in 
their entirety in the same type size, style, and color without highlighting. 

The following food groups can be specified in the "made with" labeling statement: fish, fruits, 
grains, herbs, meats, nuts, oils, poultry, seeds, spices, sweeteners, and vegetables. In 
addition, organically produced and processed butter, cheeses, yogurt, milk, sour cream, etc., 
may be identified as a "milk products" food group. For the purposes of this labeling, 
tomatoes are considered as vegetables, based on their use in a product. As noted 
immediately above, all of a producfs ingredients that are in the specified food group(s) must 
be organically produced. 

Display of the "made with .. • statement on other panels must be similarly conSistent with the 
size of print used on those panels. These restrictions are in accordance. with FDA labeling 
requirements and similar to the recommendations of the National Organic Standards Board 
(NOSB). This provision helps assure that the "made with .. ." statement is not displayed in 
such a manner as to misrepresent the actual organic composition of the product. 

The USDA seal may not be displayed on the pdp of products labeled "made with organic 
ingredients." However, at the handler's option and consistent with any contract agreement 
between the organic producer or handler and the certifYing agent, the certifying agenfs seal 
or logo may be displayed on the pdp and other package panels. 

Packages of "made with .. ." products may display on the pdP. information panel, or any 
package panel, the total percentage of organic ingredients in the product. Any organically 
produced ingredient, induding any ingredient that is a member of a food group listed on the 
"made with ... " statement, must be identified in the ingredient statement with the term, 
·organic.· Altematively, an asterisk or other mark may be placed beside each organically 
produced ingredient in the ingredients statement with an explanation that the mark indicates 
the ingredient is organically produced. 

The name of the certifYing agent which certified the handler of the finished product must be 
displayed below or otherwise near the manufacturer or distributor's name. The statement 
may include the phrase, "Certified organic by ..... or "Ingredients certified as organically 
produced by .... " to help distinguish the certifying agent from the manufacturer or distributor. 
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The handler may include \he business address, 1111emet address, or telephone number of the 
certifying agent which certiflad \he handler of \he finished product. 

If the percentage of organic ingnIdianIs in \he product Is displayed, the handler who affixes 
\he label to \he product package Is responsible for determining \he pen:entage. The handler 
may use information provided by \he certified operation in determining the perce .. tage. As 
part of tha certifying agents annual c:erIification of \he handler, \he certifier must verify the 
c:alc:ulatlon and labeling of packages. 

Labeling Products with Less Than 70 Percent Organic Ingntdients 
Section 205.305 covers \he final labeling category of packaged rnuIIHngredietIt agricuIIunII 
products containing less than 70 percent organic ingredients. 

Handlers of "less than 70 percent" multi-ingredient products, who choose to dedant the 
organic: nature of their product. may do so only in the ingredient Slatemant by identII'ying the 
organically produced ingredients with \he tenn, "organic,. or with an asterisk or other mark. If 
the handler identifies tha Ingredients that are organically produced, the handler also may 
declare tha percentage of organic content in the product. The pen:entage may only be 
placed on \he infonnation panal so that it can be viewed in relation to the ingredient 
statement. 

Processed products composed of less than 70 percent organic c:ontant cannot dispIIIy the 
USDA seal or any certifying agent's organic: c:erIification seal or logo anywhere on the 
product package or in market information. 

Handlers of such products are subject to this regulation in the following ways. 'Those 
handlers who only purdlase organic: and non-organic: ingnKJie1'1Ill and assemble a I'IniIhed 
product of less than 70 percent organic c:ontant do not have to be certified .. organic 
handlers. However, they are responsible for appropriate handling and stonIge of the 0fg8I1ic 
ingredients (section 205.101(a)(3» and for maintaining records verifying the OIgallic 
certification of the ingredients used in the product (section 205.101(c». To the extant that the 
packaging process includes affbdng the label to finishad product package, Ihose hand .... 
are responsible for meeting the labeling requirements of this subpIIt. The non-organIc 
ingredients may be produced, handled, and assembled without regard to the requirements of 
this part. 

Table 2, labeling Consumer Product Packages (oyer!eaf), provides • summary of the 
required and prohibited laberlng prac:Iices for the four labeling categories. 
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TABLE 2' LABEUNG CONSUMER PRODUCT PACKAGES , 

Labeling Principle display Information panel Ingredient statement 
Other package 

category panel panels 

100 percent 
"100% organic' "100 percent 

Organic" 
"100 percent (optional) organic" (optional) 

organic· (optional) 
If muHi-ingredient product, ntlrely Certifying agent name 

~rganlc; whole, USDA seal and (required); Identify each ingredient as 
raw or certifying agent business/Internet ·organlc" (optional) 

USDA seal and 
processed seal(s) (optional) address, tel. # certifying agent 
product) (optional) seal(s} (optional) 

Organic" 'Organlc' (pius X % organic" (optional) 
(95% or more product name) X% organic· 
organic (optional) 

Certifying agent name 
Identify organic (optional) 

'X% organic" Ingredients as ·organic" ngredlents) 
(optional) (required); (required if other organiC USDA seal and 

USDA seal and business/Internet labeling is shown) certifying agent 

certifying agent . address, tel. # seal(s) (optional) 

seal(s} (optional) . (optional) 

"made with "made with organic 
organic (ingredients or OX % organic (lngredients or food group(s»" ingredients" (optional) food group(s»" Made with (optional) 

Organic Identify organic (optional) 
Certifying agent name OX % organic" ngredlents" OX % organic· (required); 

Ingredients as "organic" (optional) (70 to 95% (optional) buSiness/Internet 
(required If other organic Certifying agent 

~rganlc Certifying agent address, tel. # 
labeling is shown) seal of flnal 

ngredlents) seal of flnal (optional) product handler 
product handler Erohiblted: USQA seal (optional) 

(optional) Erohiblt!Q: USDA 
Prohitlited: !.!§DA -seal 
Pf2llil:!ited: Allx 

refe!l!1l1<!.! to Identify organic 
... ess-than 70% proanlc cpntent Of rx % organic" (optional) Prohil:!U!Q: !'!§QA ingredients as "organic" 
~rganlc Ilrody!ll Erohibited: USQA seal (optional) (required if % seal II certlfvlllg 
ngredients Prohibited: USDA & certlfving agent Seal organic Is displayed) agent seal 

seal ~ certlfli!l9 
aoent seal 

Misrepresentation in Labeling of Organic Products. The labeling requirements of this final 
rule are intended to assure that the term, "organic," and other Similar terms or phrases are 
not used on a product package or in marketing information in a way that misleads 
consumers as to the contents of the package. Thus, we intend to monitor the use of the 
term, "organic," and other similar terms and phrases. If terms or phrases are used on 
product packages to represent "organiC" when the products are not produced to the 
requirements of this regulation, we will proceed to restrict their use. 

Handlers may not qualify or modify the term, "organic," using adjectives such as, "pure" or 
"healthy," e.g., "pure organic beef' or "healthy organic celery." The term, "organic," is used in 
labeling to indicate a certified system of agricultural production and handling. Terms such as 
·pure," "healthy,· and other similar adjectives attribute hygienic, compositional, or nutritional 
characteristics to products. Use of such adjectives may misrepresent prgducts produced 
under the organic system of agriculture as having special qualities as a result of being 
produced under the organic system, Furthermore, use of such adjectives would incorrectly 
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imply that products labeled in this manner are different from other organic products that are 
not so labeled. 

Moreover, "pure,' "healthy," and other simUar terms are regulated by FDA and FSIS. These 
terms may be used only in accordance with the labeling requirements of FDA and FSlS. The 
prohibition on use of these terms to modify "organic" does not otherwise pradude their use 
in other labeling statements as long as such statements are in acconfanoe with other 
applicable regulations. Representations made in market information for organic products are 
also subject to the requirements and restrictions of other Federal stalulas and applicable 
regulations, including the Federal Trade Commission Act. 15 U.S.C. 45 flag. 

LabeUng Organically Produced livestock Feed Products 
New section 205.306 is added to provide for labeling of the two categories of lveslioC* feed 
that are organically produced under this regulation. Feed labeled "100 percent organiC" may 
contain only organically produced agricultural produd. Such feed must not COIdail. feed 
add'"ltives, supplements, or synthetic substances. Feed labeled "organic" must COl .taM only 
organically produced agricultural products and may contain feed additives and supplements 
in accordance with section 205.237, Uvestock Feed, and section 205.603 of the National 
List This ruIa does not limit the percentage of such addili.es and supplements In organic 
feed products, which may be required under various Stete laws. 

Uvestock feed labeled "100 percent organic" and "organic" may, at the handler"1 option. 
cfl$play the USDA seal and the seal or logo of the certifying agent. The organic irtgIedle.1II 
Usted on the ingredient statemant may be identified with the word, "organic,. or other 
reference mark. The nama of the certifying agent must be displayed on the !nfonnalion 
panel. The business address, Intemet address, and other conIact information for the 
cerlifying agent may be displayed. These ara the only IabeUng options to Indicate that 
RvesIoCk feed that is organically produced. 

LabeUng of Products Shipped In InIemattonalllarkets 
Domestically produced organic products intended for export may be labeled to meet the 
requirements of the counIIy of destination or any labeling requirements spec:iIiad by • 
particular foreign buyar. For instance, a product label may require a slalamelll that the 
product has bean certified to, or meets, certain European Union (EU) organic _ndalds. 
Such factual statements regarding the organic nature of the product are ,,"illad. 1IoIW'VW, 
those packages must be exported and cannot be sold in the United Slates with such 8 
statemant on the label because the statement Indicates cartlflCatlon to standards other than 
ara required under this program. AI 8 sefeguard for this requirement. we require that 
shipping containers and bill of lading for such exported products display the stalament. "for 
export only." in bold latters. Handlers also are expected to maintain records, such es bIs of 
lading and U.S. Customs ServIce docurnantation. showing export of the products. Only 
products which have bean certified and labeled in accordance with the requinIrnents of the 
NOP may be shipped to inlamatiOnal markets without marking the shipping containers "for 
export only." 

Organically produced products Imported Into the United Slates must be labeled In 
accordance with the requirements of this subpart Labeling and market raprese; Ilation of the 
product cannot imply that the product is also certified to other organic standards or 
requiramants that differ from this nalional program. 

labeling NonrataR Containanl 
Section 205.307 provides for labeling nonrataU containers used to ship or store nrw or 
processed organic agricultural products that are labeled "100 percent organic, " "organic," 
and "made with organic. .. • Labeling nonrataH containers as containing organically produced 
product should provide for easy identification of the product to help prevent cornmingrmgwith 
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non-organic product or handling of the product which would destroy the organic nature of the 
product (fumigation, etc.). These labeling provisions are not intended for shipping or storage 
containers that also are used in displays at the point of retail sale. Retail containers must 
meet labeling provisions specified in section 205.307. 

Containers used only for shipping and storage of any organic product labeled as containing 
70 percent or more organiC content may, at the handler's discretion, display the following 
information: (1) the name and contact information of the certifying agent which certified the 
handler of the finished product; (2) the term, "organic," modifying the product name; (3) any 
speCial handling instructions that must be followed to maintain the organic integrity of the 
product; and (4) the USDA seal and the appropriate certifying agent seal. This Information is 
available to handlers if they believe display of the information helps ensure special handling 
or storage practices which are consistent with organic practices. 

Containers used for shipping and storage of organic product must display a production lot 
number if such a number is used in the processing and handling of the product. Much of this 
information may overlap information that the handler normally affixes to shipping and storage 
containers or information that is required under other Federal labeling regulations. There are 
no restrictions on Size or display of the term, ·organic; or the certifying agent seal unless 
required by other Federal or State statutes. 

Labeling Products at the Point of Retail Sale 
Section 205.308 applies to organically produced "100 percent organic· and "organic· 
products that are not packaged prior to sale and are presented in a manner which allows the 
consumer to select the quantity of the product purchased. 

The terms, "100 percent organiC" and "organic,· as applicable, may be used to modify the 
name of the product in retail displays, labeling, and market information. The ingredient 
statement of a product labeled "organic" displayed at retail sale must identify the organic 
ingredients. If the product is prepared in a certified facility, the retail materials may also 
display the USDA seal and the seal or logo of the certifying agent. If shown, the certifying 
agent seal must not be larger than the USDA seal. 

Section 205.309 addresses "made with ... • products that are not packaged prior to sale and 
are presented in a manner which allows the consumer to select the quantity of the product 
purchased. These products include, but are not limited to, multHngredient products 
containing between 70 and 95 percent organic ingredients. The "made with ... " label may be 
used to modify the name of the product in retail displays, labeling, and market information. 
Up to three organic ingredients or food groups may be identified in the statement If such 
statement is declared in market information at the point of retall sale, the ingredient 
statement and market information must identify the organiC ingredients. Retail display and 
market information of bulk products cannot display the USDA seal but may, if the product is 
prepared in a certified facility, display the seal or logo of the certifying agent which certified 
the finished product. The certifying agent's seal or logo may be displayed at the option of the 
retail food establishment 

Products containing less than 70 percent organic ingredients may not be identified as 
organic or containing organic ingredients at retail sale. The USDA seal and any certifying 
agent seal or logo may not be displayed for such products. 

Labeling Products Produced in Exempt or Excluded Operations 
Section 205.310 provides limited organic labeling provisions for organiC product produced or 
handled on exempt and excluded operations. Such operations would include retail food 
establishments, certain manufacturing facilities, and production and handling operations with 



annual 0Jgank: sales of less the $5,000. These operations are clisa ISsed more thoroughly in 
subpart B. Applicability. 

Any such operation that is exempt or excluded from cerllfk:ation or which chooses not to be 
certified may not label its organically produced products in a way which Indicates that the 
operation has been certified as organic. Exempt producers may market whole, raw 0I'Q8I'Ik 
product clirectly to consumers, for example, at a fanners market or roadside stand as 
"organic apples" or "organic tomatoes." Exempt producers may market their produds to 
relaU food establishments for resale to consumers. HO\Yever, no terms may be used which 
indicate that such products are "certified" as organic. FlIlally, exempt organic producers 
cannot sel their product to a handler for use as an ingredient or for processing into an 
ingredient that is labeled as organic on the information panel. 

These provisionS are truth in labeling provislOl'lS because display of a certlflC8tion seal 
indicates that the product has been certified. We believe this requirement helps cliff_Pilllli .. 
between certified and uncertified products and helps maintain the h ltegrity of certified 
products whUe providing organic labeling opportunities for exempt and excluded opetatiorlS. 

USDA Organic Seal 
This final rule establishes a USDA seal that can be pieced on consumer packages, 
displayed at retail food establishments, and used in market information to show that 08itified 
organic products have been produced and handled in accordance with these regulations. 
The USDA seal can only be used to identify raw and processed products that are certified 8$ 

organlcaly produced. It cannot be used for products labeled as "made with organic 
Ingredients" (70 to 95 percent organic ingredients) or on products with less than 70 pelO8iIl 
organiC ingre<f18nts. 

The USDA seal is composed of an outer circle around two interior half circles with an CMII1ay 
of the words "USDA Organic." When used, the USDA seal must be the same fonn and 
design as shown in figure 1 of section 205.311 of this regulation. The USDA seal must be 
printed legibly and conspicuously. On consumer packages, retail displays, and labeling and 
matXat Information, the USDA seal should be printed on a white background in eatth tones 
with a brown outer circle and separate Intarior half circles of white (upper) and green (Iower). 
The tarm, "USDA," must appear in green on the whUe half circle. The tarm, "organic: must 
appear in white on the green half circle. The handler may print the USDA seal in black and 
white, using black in the place of green and brown. Size permltllng, the green (or blade) 
lower half circle may have four light Ones running from left to right and c:lisapfl aara'l9 at the 
right horizon, to resembla a cultivated field. The choice between these two color sd\emeS is 
left to the c:Iiscretion of the producer, handler, or retail food establishnlaJ'll 

labeling - Changes Based on ComIlllKlls 
The following changes are made based on comments received. 
(1) Use of "On:!anic" in Product Names. The NOSB, Stata organic progIanl (SOP) IIISI..,., 
certifying egants, and a large number of Individual commenters $bongly ruc::ommended that 
USDA prohibit use of the tarm, "organic:," to modify an ingredient In a product name if the 
ingredient, itself, is not produced organlcaly. The examples off MId went "0I'Q8I'Ik choc:xl4ate 
ice cream" and "organic cherry sweets" in which the Ice cream and candy are at least 95 
percent organic but the chocolate and cherry flavoring is not organically produced. 

We agree with commenters that such product names can be mislaading and would be a 
violation of section 205.3OO(a). In the exampies, the word, "oIgaulc: pracedas the words, 
"chocolata" and "cherry," and clearly implies that those Ingredients are organically produced. 
The chocol .. and cherry flavorings must be organicaly produced to be used in this way. If 
tha product is at least 95 percent organically produced but the flavoring is non-organlc, the 
word sequence must be reversed or the word, "flavored," must be added to the name; 8.g., 



"chocolate organic ice cream" or ·chocolate flavored organic ice cream." A sentence has 
been added to section 205.300(a) to specify that the tenn, "organic," may not be used in a 
product name to identify an ingredient that is not organically produced. 

A similar comment was received asking how a single product with two separately wrapped 
components can be labeled if one of the components is organically produced and the other 
is not. The com menter's example was a carrot and dip snack pack in which the carrots are 
organically produced and the dip is a conventional product. Another example is ready-to-eat 
tossed green salad in which the salad greens are organically produced but the separately 
pouched salad dressing is a non-organiC component of the product. 

Such products also must be labeled in accordance with section 205.300(a). It would be 
misleading to label the snack pack ·organic carrots and dip" or "organic green salad and 
ranch dressing,· if the dip and ranch dressing are not produced with organiC ingredients. The 
salad may be labeled ·organic green salad with ranch dressing.· 

Section 6519(b) of the Act provides the Secretary with the authority to take action against 
misuse of the tenn, "organic.· USDA will monitor use of the tenn, "organic," in product 
names and will restrict use of the tenn in names that are detennined to be deliberately 
misleading to consumers. Such detenninations must be made on a case-by-cases basis. 

(2) labeling livestock Feed. In the definition of "agricultural product," the Act includes 
product marketed for "livestock consumption." This means that NOP regulations have 
applicability to livestock feed production. The Association of American Feed Control Officials 
(AAFCO) and a few States departments of agriculture commented that the proposed 
provisions conflict with widely followed standards for livestock feed labeling. AAFCO's 
"Model Bill and Regulation" standards are incorporated in many State feed laws. The 
commenters claimed that the requirement to identify organic ingredients in the ingredient 
statement conflicts with feed regulations which prohibit reference to an ingredienrs "quality 
or grade." They also claimed that the percentage of organiC content requirement is a 
quantitative claim that must be verified by independent sources (e.g., sources other than the 
certifying agent). The commenters suggested that a provision be added to address labeling 
of commercial livestock feed. 

We have added new paragraph (e) of section 205.301 which provides for two kinds of feed 
that can be labeled as ·organic." The first is feed that contains only organically produced 
agricultural ingredients and contains no added nutrients or supplements. The second organic 
feed category also must contain only organically produced agricultural ingredients but may 
contain feed additives and supplements that are needed to meet the nutritional and health 
needs of the livestock for which the feed is intended. Feed labeled as ·organic· must 
confonn with the requirements of section 205.237, livestock feed. That section provides that 
feed additives and supplements produced in confonnity with section 205.603 of the National 
List may be used. The NOP requires that livestock under organic management must only be 
fed organically produced agricultural ingredients. 

We also have added new section 205.306 to address commenters'labeling concems. The 
new section provides for optional display of a feed's organic percentage and optional 
identification of the feed ingredients that are organically produced. The labeling requirements 
are not intended to supersede the general feed labeling requirements established in the 
FFDCA and those found under various State laws. Handling processes, feed fonnulations 
and recordkeeping must be sufficient to meet the requirements of applicable State 
regulations. 

96 



We believe the provisions in new paragraph (e) of sec:tion 2OS.301 on feed corllllh'lt and new 
section 205.306 on IabeOng will allow' livestock feed produc:e/$ to produce and label organic 
livestock feed that is in accordance with these regulations and State raquinIments. 

(3) Organic Processing Aids. Several induslly leaders and SOP managers questioned 
whether the proposed rule intended to exclude the use of certified organic Plocessing aids in 
the creation of "100 percent Ofg8nic" products. Commenter$ pointed out that a handIar 
should be able to use organically produced processing aids to craate producIs that .. 
labeled as ·100 percent organic." The processing aid can be a by-product of an OIganiC 
agricultural product; e.g., a filter made of rice huBs from organically produc:ed rice. AMS 
concurs. Accordingly, a change is made in paragraph (f)(4) of section 205.301 to provide for 
use of organically produced processing aids in products labeled ·100 percent organic. " 

To help clarify this and corred an incomplete referanc:e in the proposed rule PlaambIa, we 
have changed the column heading of the fourth prohibited practice in the pnaamble table 1. 

(4) Content of "100 Percent Organic frpduc!s.. CertifyIng agentw and I8V8f8I industry 
commenters called attention to the regulatory text of sec:tion 205.301(a) d8loibilll 100 
percent organic products. They argued that the proposed rule would allow products with one 
or more 95 percant-plus "organic" ingredients to be combined as components and have the 
resulting product be labeled as ·100 percent organic.. 

We did not intend to allow any Ingredient that is less than 100 percent organic to be used In 
a product labeled "100 percent organic.· To leave no doubt as to the naue of any product 
labeled ·100 percent organic.. we have changed the WOIding of paragraph (a) of secIion 
205.301 to clarify that a muJti.lngrediant ·100 percent organic" product must be comprised 
entirely of 100 percent organic ingIediants. 

(5) ! !!hArm of Organjc Pen:e!dage. We received many comments requesting cleanlrdisplay 
of a product's percentage of organic contant. Most suggested that any product containlill 
less than 100 percent organic Ingredients should be required to display the org&Iic 
percentage on the pdp. They argued that a!Splay of the organic percentage on the front of 
the package would enable consumers to more easily cletennine organic COIIlent, compare 
competing products, and make better pta"Chase decisions. The NOSB did not reCOIlllJend 
display of organic percentage on the pdp for aU products corllalninO organic Ingiedianls. 

We also received several comments from handlers COIlC8rned that the raquinId display of. 
product'$ organic percentage can be a burden on handlers. They staled that, to save 
packaging and printing costs, hendlers order bulk quantities of p!1nted packages,lab all, and 
other printed marketing materials. When printed in advance of • Qicwing season and 
harvest, the handler may not be able to assemble a product that Is exacIIy consist8nt with 
the preprinted labeling Information, partlcuIarty the percentage of organic cor_It One 
commenter representing a commoclily association opposed the required percetltage labeling 
because the association beIievas consumers will not undeIstald any organic cIain If. 
percentage of less than 100 percent is displayed. 

We believe that alSpiay of the percentage of organic contant Is Important product ulformatiun 
that can be very helpful to consumers in their purchase decisions. We also believe that the 
opportunity to display the percentage contant of organically produced ingfediants can be • 
positive factor in encouraging handlers to use mora organic Ingradients in their II'IUIIi
ingredient products. At the same time, we understand the financial cornmilment involved In 
preprinting bulk quantities of packages and labels weD in advance of harvests, whid1 
determine availability of needed ingreaJents. 

97 



This final rule implements changes in sections 205.303 and 205.304 for products labeled 
"organic· and "made with organic ingredients." The requirement to display the percentage of 
organic content on the information panel is removed. That requirement is replaced with 
optional labeling of the product's organic percentage on the pdp or any other package 
panels. This will allow those handlers to display the percentage of their product's organically 
produced contents on the pdp where it will be most immediately visible to consumers. 
Handlers who cannot, with certainty, display their product's organic percentage or who 
choose not to display the percentage, are not required to do so. 

This revised labeling provision also removes the requirement in section 205.305 that 
products with less than 70 percent organic content display the product's organic percentage 
on the information panel. Under this final rule. that percentage labeling is optional but is still 
restricted to the information panel. The percentage of a less than 70 percent organic product 
may not be displayed on the pdp and may not be displayed if the organic ingredients are not 
Identified in the ingredient statement. 

(6) pesignation of Organically produced Ingredients. A certifying· agent suggested that 
identification of organic ingredients in ingredient statements should be allowed to be made 
with an asterisk or similar mark, with the asterisk defined on the information panel. The 
commenter stated that the repetitive use of the word, "organic: may cause space problems 
on some small packages and that use of a mark is a common industry practice. We agree 
with the comment and have changed sections 205.303(b)(1), 205.304(b)(1). and 
205.305(a)(1) of the regulatory text accordingly. Thus, organic ingredients may be identified 
in the ingredient statement with either the term, "organic," or an asterisk or other mark, 
provided that the asterisk or other mark is defined on the information panel adjacent to the 
ingredient statement. 

(7) Minimum Organic Percentage for Labeling. In the proposed rule's preamble, we asked 
for public comment on whether the 50 percent minimum organic content for pdp labeling 
should be increased. The 50 percent minimum content was established in section 6505(c) of 
the Act. However, the Act also provides the Secretary with the authority to require such other 
terms and conditions as are necessary to implement the program. Thus, the minimum 
organic content level for pdp labeling could be changed if the change would further the 
purposes of the Act. 

Comments to the first (1997) proposal and to the revised proposed rule suggested that the 
minimum organic content for labeling purposes should be Increased. All comments received, 
including comments from certifying agents, a leading organic association, the EU and other 
intemational commenters recommended that the minimum organic content to qualify for pdp 
labeling should be raised to 70 percent, which is the EU's minimum. All comments stated 
that the increase is necessary to make the NOP standards consistent with intemational 
organic standards. Commenters also pointed to advances in organic production and 
processing technologies and to Increases in the availability of organically produced products 
and processed ingredients. These factors should make it easier for handlers to assemble 
food products with higher organic content. 

We concur with the comments. We view this as a tightening of labeling requirements in that 
pdp labeling now requires a higher percentage of organic ingredients and makes the U.S. 
standard consistent with international norms. 
In the proposed rule's preamble, we also asked for specific publiC comment on whether a 
minimum percentage of total product content should be required for any single organic 
ingredient that is included in the pdp statement "made with organic (specified ingredients)." 
No commenters responded to this question. Therefore, no required minimum percentage for 
a single organic ingredient in "made with ..... products is established. 
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(8) "Made Wi!h Organic CSpecified food Groupsl.- Several industry organizations suggested 
that, as an alternative to listing up to three mganic ingradlents in lie "made wIIh, .. "1abeI, lie 
rule should also allow for idenlification of food "groups" or "dasses" of food in lie ~ 
with" label. Commenters suggested, for instance, that a soup (wIIh 70 pen:ent or mont 
organic ingredients, less water and salt) containing organically produced potatoes. carroIS, 
and onions may be labeled as "soup made with organic potatoes, canota, and onions" or, 
altamatively, "soup made with organic vegetables." 

We agrae that this label option offers handlers of such rnuIIHngredient products with mont 
flexibility in their labeling. All ingradients in lie identilied food group must be Olga ticaIIy 
produced and must be identified in the ingred'Jent statement as "organic." In lie above 
example, if soup also contains conventionally produced cauliflower, on1y "soup made with 
organic potatoes, carrots, and onions' can be displayed. 

We also believe that some parameters must be established as to what era consicIarad as 
food groups or cJasses of food. For lie purposes of this regulation, products from lie 
following food groups may be labeled as "organic" in a "made with ••• " tabeI: beanS, fruits, 
grains, herbs, meats, nuts, oils. poultry, seeds, spices, and vegetables. In addition, 
organically produced and processed buller, cheeses, yogurt. milk. sour cream, e1c. may be 
combined in a product and identified as "organic milk products." Otganicaly produced and 
procassed sugar cane, sugar beets, com syrup, maple syrup, e1c. may be used in a product 
and identified as "organic sweeteners." 

Finally, to be consistent with the "made with ... "labeling for individual ingIadIei .... up to .... 
food groups can be identified in the "made wIIh,,," statement. SectIon 205.304 is c:hanged 
accordingly. 

(9) labeflOQ Products from Exempt and Excluded Qpeilliolll. A change is made in 
redesignated section 205.310 which provides for labeling of organic products produced by 
exempt and excluded operations. SOP managers and an organic handler poillled out that 
the praamble suggasted restrictions on labeling that would prevent exempt and exduded 
operaIions from identifying their products as "organic. " After review of lie proposed rule, we 
have ravised redesignated section 205.310 to more deaI1y specify tabeflng oppoI1I.DIies for 
exempt operations. The regulatory text mont clearly states that such opetalioills may not 
label or represent their organic producIs as being "carIifIed" as organic and that such exampt 
and exduded operations must comply with applicable producIion and handing provisions 01 
subpart C. labeling must be consistant with lie four labeling calegOlies based on lie 
product's organic content. 

A State organic advisoIy board recommended that proposed section 205.309 be revised to 
apply to exempt and excluded operations which dloose to be cartified under IhIs program. 
We do not believe it is necessary to provide separate regulatory text for exempt and 
excluded operations that era carIifIed. An exempt operation is not prac:ludad from orga lie 
cartificalion, if qualified. 

(10) RedtIiqned USDA Sea!. Leading industry membenI, C8I1Ifying agenII, SOP ,...,..., 
and many individual commenlanl opposed lie proposed wording and design ollie USDA 
seal. Comments generally stated lie following points: (1) lie proposed Seal WOIdilg 
ind'1C8tes that USDA Is lie C81tifying agant railer than acaadlted c:ertifierI; (2) inIIamaIionaI 
Organization for Standanfizatlon (ISO) Guide 61 prohibits government bodies from acting or 
appearing as carIifying agents; and (3) The shield or badge design lndIca ... a cartificaIion of 
product "quality" and assurance of safety which is inconsistent with lie HOPs claim to be a 
certificalion of "process" only. Commenters suggested several altemalive seal sllltements, 
lnduding: "Certified Organic - USDA Accredited,· "Certified OrganIc - USDA Approved," 
"USDA Certified Organic Produclion," "Meets USDA Organic Production Requirements." 



Based on comments received, we are implementing a revised USDA seal which is shown in 
the regulatory text under section 301.311. It is a circular design with the words, "USDA 
Organic." The color scheme is a white background, brown outer circle, white and green inner 
semicircles, and green and white words. A black and white color scheme also may be used if 
preferred by the handler. 

Some commenters suggested changing the shape of the USDA seal to a circle or triangle 
which, they state, is more in keeping with recognized recycling and sustainability logos. We 
did not choose a triangle design because processors have commented that triangle designs 
may cause tears in shrink wrap coverings at the points of the triangle. 

Labeling - Changes Requested But Not Made 
(1) "Organic" in Company Names. Many commenters stated that the term, "organic," must 
not be used as part of a company name if the company does not market organically 
produced foods. They are concemed that the term in a company name would incorrectly 
imply that the product, itself, is organically produced. 

While we understand commenter concems, we do not know the extent of the problem. We 
do not believe those concems require such a prohibition in the regulations at this time. 
These regulations may not be the best mechanism to address the issue. Section 6519(b) of 
the Act provides the Secretary with the authority to take action against misuse of the term, 
"organic." USDA will monitor use of the term, "organic," in company names and will work 
with the FTC to take action against such misuse of the term. These determinations must be 
made on a case-by-case basis. The proposed rule did not specifically address this issue. We 
have added a sentence to paragraph (a) of section 205.300 to this effect. 

(2) The "100 Percent Organic" babel. A large number of commenters opposed the "100 
percent organic· label for different reasons. A few claimed that the label is not authorized 
under the Act. Several commenters suggested that consumers will not understand the 
difference between multi-ingredient products labeled "100 percent organic· and "organic." 
Others raised the concern that the "100 percent organic" phrase to modify raw, fresh fruits 
and vegetables in produce sections and farmers markets may be confusing to consumers. 

Regarding the first comment, the term is not specifically provided for in the Act. However, the 
Secretary has the authority under section 6506(a)(11) to require other terms and conditions 
as may be necessary to develop a national organic program. When a product is wholly 
organic, pursuant to the production and handling requirements of the NOP, we believe the 
handler should have the option to differentiate it from products which, by necessity, are less 
than 100 percent organic. We believe the label meets the purposes of the Act. 

Regarding consumer confUSion, we believe consumers will understand the difference 
between the two kinds of organic products and will make their organic purchases 
accordingly. 

Regarding the labeling of raw, fresh product as "100 percent organic," organically produced 
products can be labeled to a lower labeling category. Raw, fresh fruits and vegetables which 
qualify for a "100 percent organic" label may be labeled simply as "organic," if the producer 
or retail operator believes that label is best for marketing purposes. 

(3) Explain Why Product Is Not 100 Percent Organic. A large number of commenters also 
suggested any "product that is less than 100 percent organic should carry that information 
on the main display paneL." By "that information," we assume the commenters are referring 
to the reasons why a product cannot be certified as "100 percent organic.· 
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AMS believes such a labeling requirement is impraclical. ProduclS may fail to qualify for a 
"100 percent organic" label for very technical, or IitUe understood, 1'88$OIIS. Contemporary 
food processing often uses ingredients, processing technologies, and product formuIaIions 
that are complicated, technical, and probably not of interest to 1he general 0Ig8Jlic 
consumer. Such information is not required on non-organically produced produc:Is for 1he 
simple reason that it is not considered useful to consumers. Explanations of 1he diI'I'erent 
processing technologies used in food products would be cumbersome and would idelfele 
with other product labeling. 

We believe 1he optional display of 1he 0Ig8Jlic percentage and required Identification of 
organic ingredients on the information panel provides sufflcient informaIion for consumers to 
meke purchase decisions. Other descriptive information regarding processing substances 
and procedures may, of course, be provided at the handler's option and placed in 
accordance with other Federal labeling requirements. 

(4) Check the Approprjate OmaDie C8teg0rJ. One commenter suggested that packages of 
organically produced product display a small box 6st1ng the four organic label categoIies and 
a check merk beside the category which fits the product 

We understand the simplicity and comparative nature of such a standardized organic label 
that allows easy comparison of similer produclS. However, we believe that the opllonal 
disPlaY of the product's organic percentage and required idet IlifIC8I1on of organic ingredients 
will be more helpful to consumers and mekes the grid box redundant. 

(5) Non-omaDie Ingredjents in Organic products. A large number of COImnents were 
received on the composition and use of non-organlc ingredients In produclS labeled "made 
with. ..• and on conventional products with less than 50 (now 70) percent organic ingredients. 
Several industry commenters suggested that non-organlc Ingredients In "made with ... • 
products must be "natural" (non-synthetic agricultural substances) and not be erIIficiaIy 
produced. Commenters argued that all ingredients in "made with ... • and less than 70 pen::ant 
products should be produced In accordIInce with the prohibited practices ta1der 18clo ... 
205.105 and 205.301(f). A significant number of commenters opposed ideilllfk:ation of 
organic ingredients in what they called "natural food" produdL 

FII'St, we do not agree that the non-organic Ingredients In "made with. •.• producIS must be 
restricted to only "natural" products. Such restrictions on the composition of non-otganIc 
Ingredients would significantly reduce handlers' options In producing those producIS and. 
thus, reduce consumers' options In purchasing produclS with organic ingredienIs.. 

Reganfmg prohibited pracIIc:es, this rule implements the strong Industry and c:on&l.III8r 
demand that the prohlbiled practices found under section 205.105 (excluded methods, 
irradiation, and sewage sludge) not be used in non-organIc ingredients In "made with ... • 
products. However, we do not believe that restrictions on use of the other prohibited 
practices, found in section 205.301(f), would further the purposes of the Act. AppIcation of 
all prohlbiled practices on the non-organic ingredients in the "made with ... " and less-than 70 
percent organic producIS would essentially require that those producIS be 0I'pIiCaIy 
produced. The Ad allows for products that are not wholly organic. We believe the "made 
with.... label and the labeling restricIIons on the Jess..than 70 percant organic producIS 
dearly statas to consumers that only some of the Ingredients in those producIS are 
organically produced. 

If accepted, these comments would unnecessarily restrict a handIeI's abiIty to truthfully 
represent and merkat a conventionally produced agricultural produd with some organic 
ingredients. A handler should not be prohibited from meking a truthful claim about some 
ingredients in a less than 70 percent organic product 
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(6) Altemative "Made With ..... Labels. A few SOP managers commented that the phrase, 
"made with ..• ,· is confusing. They stated that many processed foods contain at least 50 
percent organic ingredients but do not make an organiC claim on the pdp. They believe the 
label would be less confuSing if it stated a minimum organic percentage rather than 
identifying the organic ingredients. They suggest the labeling category be changed to 
·contains at least 50 percent organic ingredients (or, as revised in this rule, "contains at least 
70 percent organic ingredients·). 

We disagree. Identification of up to three organically produced ingredients or food groups on 
the pdp gives consumers useful, specific information about the product's organic ingredients. 
This label, combined with the optional display of the percentage content on the pdp and 
required identification of organic ingredients, should provide enough information for 
consumers to make good decisions. 

A few commenters contended that the statement "made with organic (specified ingredients)" 
is unclear and ·open ended" and that consumers may assume the entire product is 
organically produced. The "made with ... • labeling claim refers only to the organic ingredients 
and not to the whole product. We do not believe that consumers will be confused by the 
label. 

(7) Use of Other Terms as Synonymous for ·Organic". A few commenters representing 
intemational organic standards suggested that use of the terms, "biologic" and "ecologiC,· 
which are synonymous with ·organic" in other countries, should be allowed under the NOP. 
Commenters claimed these terms are approved by Codex and their inclusion in this 
regulation would facilitate intemational trade and equivalency agreements. 

These terms were addressed in the proposed rule and are not accepted. Under the NOP, 
these terms may be used as ece-Iabels on a product package but may not be used in place 
of the term, ·organic." Although such terms may be considered synonymous with "organic" in 
other countries, they are not widely used or understood in this country. We believe their use 
as synonymous for "organic· would only lend to consumer confusion. Regarding the Codex 
labeling standard, we point out that Codex also provides that terms commonly used in a 
country may be used in place of "biologic" and "ecologic." Thus, the use of "organic· in the 
United States is consistent with Codex standards. 

With regard to the commenters' claim that the altemate labels wouldfacilttate Intemational 
trade, this regulation allows altemative labeling of products which are being shipped to 
intemational markets. Thus, a certifiad organic operation in the Unitad States may produce a 
product to meet contracted organic requirements of a foreign buyer, label the product as 
"biologiC" or ·ecologic" on the pdp consistent with the market preferences of the receiving 
country, and ship the product to the foreign buyer. 

Other terms were suggested by commenters as altematives to the term, "organic; including 
"grown by age-old, natural methods; "grown without chemical input; and "residue Free.· 
These phrases may be consumer friendly but clearly do not convey the extensive and 
complex nature of contemporary organic agriculture. These phrases may be used as 
additional, ece-Iabels, provided they are truthful labeling statements. They are not permitted 
as replacements for the term, "organiC." 

(8) ReconstiMed Organic Concentrates. A certifying agent objected to paragraph (a)(2) of 
section 205.302, which allows labeling of an organically produced concentrate Ingredient 
which is reconstituted with water during assembly of the processed product. The commenter 
claimed that this provision gives consumers the message that reconstituted juice is 
equivalent to fresh juice when, the commenter claims, it is not the same. 
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AMS disagrees. this labeling is consistent wiIh current Industry practiCes The Ad does not 
prohibit such labeling Of coroCei ibales. We believe It is in the intlnSt Of the progIam to aIow 
labeling Of organically produced concenlrales, provided that the pnx:ess to produce the 
concentrate and the reconstitution process is consistent wiIh organic princ:ipIes and the 
National Ust. 

(9) Calculaling Reconstituted V8fIU!! !lehydtalbd WejghJ, Sevend comments went rac:eMId 
regarding specific problems encountered in the caicu/ation Of the perc:entaga d organic 
content as provided under section 295.302. A handler claimed the reconsIib.dad weight Of an 
OIDanicaIIy produced spice should be counted in the percetilage caiculalion rather than the 
dehydrated weight Of the spice used in the formulation. A simIar comment was rac:eMId 
from a food cooperative suggesting that, if an organically produced concellbte (In 
powdered form) is added to the same OIDanically produced ingredient in its organic liquid 
form (not from concentrate), than the produd'i 0I1J8fIic percentage should be cak:ulatad 
based on the concellbate's single-strangth reconstituted weight plus the weighl of the 
natural organic liquid. 

AMS disagrees wiIh these comments. This regulation provides for an ingIedieiIl's 'JJ8igtLt to 
be calculated, excluding added water and sail If an organically produced spice is added to a 
product In Its natural form, the weight of the spice is calculated. If the spice ingIedient is in 
dehydlalbd, powdered form when added in the produCt formulation, the dehydrated ';.I8""lId 
the spica must be the basis for its percentage Of content caicuIaIion. If an orgellically 
produced dehydrated spice is reconslltulbd wiIh water prior to product assembly, the spice 
must sliM be calculalbd at its dehydrated weight becausa percet ltage caicu/ations are based 
on the ingredlenl weight, excluding water and sail It would be misleading to calc: .. late the 
weight Of the concentrate ingredient in its reconstilulbd form, 

Ukewise, if a powdered IngredIenl is added to the same organically produced ingnIcIent in 
Its natural, liquid form, the weight Of the powdered ingredient must be used. UsIng the 
reconstilulbd weight Of the powdered ingredient would incnIase the pen:eillage d the 
ingredient above the actual weigtil Of the ingredient in the produc:l We bal.,. that If the 
comment were acceplbd, the handler would be able to usa less natural 0Ig8I'Iic liquid than 
the OIDanic pen:entage and ingredient statement IndicaIes, 

(10) Calculate Oroanlc Pen:entage In Ten!hI of a P8!cent. A trade 0!pI1iza1ion Sllga •• '" 
that the organic pen:entage be rounded to tenths Of one percent to acc:ommodalII products 
that may contain a minor ingredient or adcfilive that comprises less than 1 percent d the 
producL The example provided was VItamin D in milk. The comment suggested that I is 
misleading to consumers to suggest thai 1 percent Of a milk produclls non-organic when the 
VItamin D adcfllive may be comprise only a few tenths Of one percent Of the producL 

AMS disagrees. Rounding down the percentage to • whole number Is sufIicient for 
consumer information and does not misAlpresant the product's 0Ig8I'Iic content. A handler 
may add a qualifying statement regarding the minor ingredient's weigl II: in ",1aUOn to the 
whole product "wight 

(11) Verifying Calculations. A S1ate department Of agriculture comment suggested that the 
paragraph (e) Of section 205.302 be ",vised slightly to provide that P8!,*,llage calcillations 
must be verified "to the satisfaction- Of the c::ertifylng agent. The comm8! iter believes that the 
suggested language allows the handler the flexibility to determine the number caicu/ations 
that need to be ch8!::ked in order to ver\fy that the organic perc:entaga caicuIaIion is COI'I1Id. 

We do not believe the suggested change is necassary. We assume that any usa of a 
certifying agent's seal on a product means that the c::ertifylng agent has c:hecked and 
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approves of the method of calculating the product's organic percentage. If the calculations 
are not to the certifying agent's satisfaction, the agent would not certify the handling process. 
While we appreciate the point made by the commenter, we do not believe the suggested 
change means what the commenter intends. Paragraph (c) of section 205.302 does not 
specify the number and methods of calculations that need to be carried out by a certifying 
agent because that will depend on the handling process being certified and the ingredients in 
the product. We leave that to the discretion of the certifying agent. Also, the basis for a 
product's organic percentage calculation should be clarified in the organic plan. It is 
assumed that the certifying agent will either be satisfied that the methodology for calculating 
organic percentage is correct or the methodology will be changed. 

(12) Labeling Nonretail Shipping Containers. A few State departments of agriculture 
commented that shipping and storage containers with organic products should be required to 
be labeled as containing organic product. Other commenters recommended that shipping 
containers be required to display the name of the grower and the certifying agent. They cite 
these requirements as current Industry practice. 

This regulation does not require organic labeling on shipping and storage containers 
because those containers are not used in the marketplace. The only information required by 
the NOP Is the production lot number of the product, If a lot number exists for the particular 
product. Product contant and shipper information may be displayed, as required by other 
Federal or State regulations or at the discretion of the handler. Proper identification of the 
organic nature of a product with special instructions for shipment or storage could prevent 
exposure to prohibited substances that would lead to subsequent !oss of the shipment as an 
organiC product. 

(13) Disclaimers on Omanlc Products. Severa! cornmenters complained that consumers are 
misled by the organic labeling and the NOP. They ciaimed that when science-based 
technologies (genetic engineering, irradiation, chlOrination, etc.) are not used on products, 
the food is less safe than conventionally produced foods. Some of the commenters 
suggested that a disclaimer regarding food safety and nutritional value be required on 
packages with organic labeling. 

AMS disagrees. The USDA seal Indicates only that the product has been certified to a 
certain production andlor handling "process· or "system." The seal does not convey a 
message of food safety or more nutritional value. The NOP prohibitions on use of excluded 
methods, ionizing radiation, sewage sludge, and some substances and materials are not 
intended to imply that conventionally produced products made by those methods or 
containing those prohibited substances are less safe or nutritious than organically produced 
products. We do not believe that organic food packages or labeling should carry disclaimers 
of what the USDA seal or a certifying agent's seal does not represent. Other Federal and 
State seals and marketing claims are placed on consumer products, including food products, 
without disclaimers regarding those seals and claims. A disclaimer displayed in relation to 
USDA seal or a certifying agent's seal would confuse consumers. Finally, disclaimer 
statements also would present space problems on small product packages. 

labeling· Clarifications 
Clarification is given on the following issues raised by cornmenters: 
(1) Certification Is to an Organic Process. Not Organic Prodyct. Several commenters 
suggested that the final rule more clearly state that the NOP provides for certification of an 
organic process or system of agriculture and not certification of products, themselves, as 
·organic." They stated that the phrase ..... contain or be created using ... " in paragraphs (a), 
(b), and (c) of section 205.301 implies certification of the product's content and not to the 
processed-based, organic system of agriculture. 
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We agree and have revised the won:Jing In those paragraphs to ctaI'ify that such products 
must be organicaUy produced In accordance with organic production and handlillg 
requirement of IhiI regulation. 

(2) Phasing Out Use of Old Labels and Packages. Citing FDA regulations, the NOSB, 
certifying agents, and some State agencies suggested a minimum 18-month period for 
handl81S to use up their current supplies of packages and labels befoIa complying with the 
new labeling requirements. 

This rule provides for an Interim parlod of 18 months between publication of the finllllUIe and 
the impl8l'llei ltation date of the program. Publication of IhiI final rule serves notice to certified 
producers and handlers that they should begin planning for phasing out use of labels that 
are not In ac:cordance with these requirements. 

The implementation process is dsc:ussed in Applicability, subpart B. An OIgalilc opetalion 
will automaticaUy be certified under this progrem when its certifying agent is ac:cnMfIB d by 
AMS. At that time, the operation may begin following these labeling requirements but may 
not display the new USDA seal untl the implementation date. AMS assumes that cerIifying 
agents and their client certified operelions will maintain frequent COIltact as to the sIaIuI of 
the agent's application for accreditation so that the certified operation may schedule the 
phasing out of old labels and purchase of new labels and packages. AMS 8JIP8CIS to 
ac:credit all currently opereting certifying agents by the implemelltalion date of IhiI 
regulation. Stick-on labels to comply with the new requirements are acceptable. 

Newly established organic: operations certified for the first time must immecflBtaly begin using 
labels In accordance with this progrem. 

(3) labeling of prpduct$ With Mjoor lnoredients, SevetaI commen ... questioned how the 
minor ingredients (splees, flavors, colorings, preservetives. oils, vilamins, minerals, 
accessory nutrients, processing aids, and inc:identaI food additives) needed for formuIaIon 
or processing of many mufti.ingredlant products will be treated under the "100 pen::ent 
organic" and ·organic" labeling categories. Because minor ingredients may not exist or are 
difficult to obtain in organic form, their use In a product can affect the labeling of the product. 
even though the percentage of the ingrecfl8nt is extremely smaB COII!p8Ied to the rest of the 
products Ingredients. 

MInor Ingredients and processing aids must be treated as any other ingredielll or substance 
which is used as an Ingredient In or In the processing of an organically produced produc::t. To 
be added as an Ingredient or used In the processing of a product labeled "100 perc:ant 
OIganIc," a minor ingredient must be extracted from a certified organic SOURl8 wiIhout the 
use of chemicals or solvents. To be added as an ingredient or used In the processing of. 
product labeled "organic," a minor ingrecfl8nt must be from an organic agricuIb.nI source, if 
commerciaUy available. If not commerciaUy available, the ingredient must be an agricuJb.nI 
product or a substance consistent with the National List. 

(4) Reusing COI1lalners. A conlm&nter complained that smal producers should not be 
subjected to costly packaging and labeling requirements when their prodIlds are sold 
directly to the public at fanners markats and roedside stands. The COIllnellter requested that 
smaH producers be able to reuse reten boxes and labels. The commenter dd not specify 
which labeling provisions presented burdenlonle costs on smal entities. 

We agree that costs for exempt operelions. indeed an organic: opetalions. should be kept to 
a minimum. NOP does not prohibit reuse of COIltain81S provided their labeling does not 
misrepresent product and does not allow organic product to come Into contact with 
prohibited substances from the container's previous contents. 
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(5) Clarifying Prohibited Labeling Practices, Commenters identified a few inconsistencies 
between the preamble and regulatory text regarding the seven prohibited production and 
processing practices now specified in section 205,301(t), We have made the following 
changes to clarify the intent of the regulation, 

A commenter correctly pOinted out that the regulatory text of paragraph (t) incorrectly refers 
only to ingredients that cannot be produced using the seven prohibited production and 
handling practices listed in the paragraph, That text is not consistent with the preamble, 
which correctly states that whole products, as well as ingredients, labeled as ·organic· 
cannot be produced or processed using the seven prohibited practices, The term, "whole 
products," is added to the introductory sentence of new section 205.301 (t). 

A few commenters pointed out that all seven practices are prohibited in the production of 
non-organic ingredients used in products labeled as ·organic." The second sentence of 
proposed paragraph (b) of section 205.301 (products labeled "organiC") incorrectly listed 
only the first three prohibited practices. A phrase is added to the introductory sentence of 
new paragraph (f) to specify that the 5 percent or less of non-organic ingredients in products 
labeled as "organic· may not be produced or handled using any of the seven prohibited 
practices. 

Finally, with the addition of the commercial availability requirement in section 205.201, a 
conforming change is needed in section 205.301 (t)(6) regarding use of non-organic 
ingredients when organically produced ingredients are available, 

(6) Consistency with State Labeling Requirements. One State organic association 
commented that the State's law requires identification of the certifying agent if the term, 
"certified organiC," appears on the label. The comment was not clear about where on the 
package the certifier must be identified; e.g" with the "certified organic" term on the pdp or 
anywhere on the package. The commenter did not specifically suggest changing the labeling 
provisions to include the certifying agent on the pdp. 

This regulation allows a handler the option of displaying the certifying agent's seal or logo on 
the pdp for products with 70 percent or more organically produced ingredients. This 
regulation also requires identification of the certifying agent on the information panel of all 
products containing 70 percent or more organically produced ingredients. The identification 
must include an address or contact information and be placed adjacent to identification of 
the manufacturer, required by FDA. We believe these provisions are sufficient to meet the 
State's labeling requirements. The NOP will be available to consult with States regarding 
alternative labeling required to be used in the State. 

(7) Clarifying Labeling of Products in Other Than Packaged Form. We have modified 
sections 205.308 and 205.309 to clarify that products in other than packaged form at the 
point of retail sale that are prepared by an exempt or excluded operation may be labeled as 
"100 percent organic," ·organic," or "made with .... as appropriate. Consistent with the 
general restrictions on the labeling of products from such operations, which are found in 
section 205.310, such products may not display the USDA seal or any certifying agent's seal 
or other identifying mark or otherwise be represented as a certified organic product. 
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Subpart 0 • Labels, Labeling. and Market Infonnation 
§ 205.300 USe of the term, "organic." 
(a) The term, "organic: may only be used on labels and i'I labeling of raw or pllx:essed 
agricuHural products, including ingredients, that have been produced and handled in 
accordance with the regulations in this part. The term, "organic," may not be used in a 
product name to modify a non-organic ingredient i'I the product. 

(b) Products for export, produced and certified to foreign national organic standards or 
foreign contract buyer requirements, may be labeled in accordance with the organic labeling 
requirements of the receiving countIy or contract buyer. Proytded. That, the shipping 
containers and shippi'lg documants meet the labeling requirements specified in § 
2OS.307(c). 

(c) Products produced In a foreign coumry and exported for sale In the UnIIed Slates must 
be certified pursuant to subpart E of this part and labeled pursuant to this subpart D. 
(d) Uvestock feeds produced In accordance with the requirements of this part must be 
labeled in accordance with the requirements of § 205.308. 

§ 205.301 Product composition. 
(a) Products sold. labeled. or represented as "1(10 percent organic.. A raw or processed 
agricultural product sold, labeled, or represented as "100 percent organic" must COlliai'! (by 
weight or fluid volume, excluding water and salt) 100 pelcent organically producad 
ingredients. If labeled as organically produced, such product must be labalad pursuant to § 
205.303. 

(b) Products sold. labeled. or represented as worpanjc." A raw or pn:IC8Hed agricuIbnI 
product sOld, labeled, or represented as -organic" must COIItain (by weight or ftuid volume, 
exc/ucfmg water and salt) not less than 95 percent organicllly producad raw or processed 
agricultural products. Any remaining product ingredients must be organIcaly produc8d. 
unless not comrnarcially available in organic form, or must be nonagrlculll.nl substances or 
non-organically produced agricultural products produced consistent with the Natiollal List in 
subpart G of this part. If labeled as organically produced, such product must be labalad 
pursuant to § 205.303. 

{c} Products sold. labeled. or represented as "made with organic (specIitd ilQIad!enIs or 
food groypCsU, " MuJti..lngredient agricultural product sold, labeled, or represented as "mada 
with organic (specified i'lgredlents or food group(s»W must COIltain (by weight or fluid volume, 
excluding water and salt) at least 70 percent organically produced IngnIdients which are 
produced and handled pursuant to requirements in subpart C of this part. No ingredientS 
may be produced using prohibited practices specified In paragraphs (1), (2), and (3) 01 § 
205.301(f). Non-organic IngntcfI8llts may be produced wiIttout regard to panlgiaphs (4), (5), 
(6), and (7) of § 205.301(f). If labeled as contailling organically produced Ingredients orfood 
groups, such product must be labeled pursuant to § 205.304. 

Cd) Products wilt less than 70 percent organically produced jogI,de!!1I, The organic 
i'lgredients in muIti-lngredient agricuHuraI product containing less than 70 pel cent organically 
produced i'lgredients (by weight or fluid volume, excluding water and salt) must be Ploducad 
and handled pursuant to requirements i'I subpart C of this part. The non-organic ingredients 
may be produced and handled wiIttout regard to the requirements of this part. MuJti.. 
ingredient agricultural product contalni'lg less than 70 percent organically produced 
ingredients may represent the organic nature of the product only as provided in § 205.305. 
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(e) Livestock feed: 
(1) A raw or processed livestock feed product sold, labeled, or represented as "100 
percent organic" must contain (by weight or fluid volume, excluding water and salt) 
not less than 100 percent organically produced raw or processed agricultural product. 

(2) A raw or processed livestock feed product sold, labeled, or represented as 
"organic" must be produced in conformance with § 205.237. 

(f) All products labeled as "100 percent organic" or "organic" and all ingredients identified as 
"organic· in the ingredient statement of any product must not: 

(1) 8e produced using excluded methods, pursuant to § 201.105(e); 

(2) Be produced using sewage sludge, pursuant to § 201.105(f); 

(3) Be processed using ionizing radiation, pursuant to § 201.105(g); 

(4) Be processed using processing aids not approved on the National List of Allowed 
and Prohibited Substances in subpart G of this part: Except. That, products labeled 
as "100 percent organic," if processed, must be processed using organically 
produced processing aids; 

(5) Contain sulfites, nitrates, or nitrites added during the production or handling 
process, Except, That, wine containing added sulfites may be labeled "made with 
organic grapes"; 

(6) Be produced using non-organic ingredients when organic Ingredients are 
available; or 

(7) Include organic and non-organiC forms of the same Ingredient. 

§ 205.302 Calculating the percentage of organically produced ingredients. 
(a) The percentage of all organically produced ingredients in an agricultural product sold, 
labeled, or represented as "100 percent organic," "organic," or "made with organic (specified 
ingredients or food group(s»," or thatinclude organic ingredients must be calculated by: 

(1) Dividing the total net weight (excluding water and salt) of combined organiC 
ingredients at formulation by the total weight (excluding water and salt) of the finished 
product. 

(2) Dividing the fluid volume of all organic ingredients (excluding water and salt) by 
the fluid volume of the finished product (excluding water and salt) if the product and 
ingredients are liquid. If the liquid product is identified on the principal display panel 
or information panel as being reconstituted from concentrates, the calculation should 
be made on the basis of Single-strength concentrations of the ingredients and 
finished product. 

(3) For products containing organically produced ingredients in both solid and liquid 
form, dividing the combined weight of the solid ingredients and the weight of the 
liquid ingredients (excluding water and salt) by the total weight (excluding water and 
salt) of the finished product. 

(b) The percentage of all organically produced ingredients in an agricultural product must be 
rounded down to the nearest whole number. 
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(e) The percentage must be detennined by the handler who afIIxas the label on the 
consumer package and verified by the certifying agent of the handler. The handler may use 
information provided by the certified Opel aOorI in determining the percentage. 

§ 205.303 Packaged products labeled "100 percent organic" or "organic." 
<a) Agricultural products in packages desaibed In § 205.301(8) and (b) may display, on the 
principal display panel, information panel, and any oIhar panel of the package and on any 
labeling or market information concerning the product. the following: 

(1) The term, "100 percent organic" or "organic; as applicable, to modify the name of 
the product; 

(2) For products labeled "organic," the percentage of organic ingAIdients in the 
produd; (The size of the percentage statement musJ not exceed one-haIf the size of 
the IargesJ type size on the panel on which the sJatement is displayed and musJ 
appear in its entirely in the same type size, style, and color without higldighlilg.) 

(3) The tarm, "organic," to identify the organic ingredients in mulll-lngredient producIIs 
labeled "100 percent organic"; 

(4) The USDA seal; and/or 

(5) The seal, logo, or other identifying mark of the ceItifyIng agent which C8I1Ified the 
production or handling operation producing the finishad product and any other 
certifying agent which certified production or handling opefaOor IS producing 11M 
organic product or organic ingredients used in the finishad product Prpyjded.. That, 
the handler producing the finishad product maintain records, pursuant to this part, 
verifying organic cartification of the operations producing such ingredients, and: 
Proylded further. That, such seals or marks are not individually displayed more 
prominently than the USDA seal. 

(b) Agricultural products in packages described in § 205.301(a) and (b) must 

(1) For products labeled "organic," Identify each organic ingredient in the irogIedient 
statement with the word, "organic," or with an asterISk or other iel'elence mark which 
is defined below the ingredient sJatement to indicate the ingradlei It is organically 
produced. Welar or salt included as ingredients car .. "lOt be Idei llified as organic. 

(2) On the information panel, below the information Ida1tifyIng the handler 01 
distributor of the product and preceded by the statement, "CerIifIad organic by ••. : 01 
similar phrase, identify the neme of the certifying agent that C8I1Ified the handler of 
the finishad product and may display the business addreIs. bttemet addull, or 
telephone number of the cartifying agent in such label. 

S 205.304 Packaged products labeled "m" wiIh ol1lanlc (specllled 11'Igi" •• lis or 
foOd groupe.»)." 
(a) Agricultural products in packages desaibed in § 205.301(e) may display on the prIncipIII 
display panel, information panel, and any other panel and on any labeling or market 
information concemlng the product 

(1) The statement: 
(l) "Made with organic (specified ingradiants)"; pmyjdtd. That, the sJateilMIIIt 
does not IisJ more than three organically produced ingradIeia; 01 
(i) "Made with organic (specilled food groups)": Prpyjded.. That, the 51 I lament 
does not rlSt more than three of the following food groups: beans, fish, fruits, 
grains, herbs. meats, nuts, oils, poullly. seeds, spices, sweeteners, and 
vegetables or processed milk products; and, Proy!ded Furlhe!'. That, aI 
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ingredients of each listed food group in the product must be organically 
produced; and 
(iii) Which appears in letters that do not exceed one-half the size of the 
largest type size on the panel and which appears in its entirety in the same 
type size, style, and color without highlighting. 

(2) The percentage of organic ingredients in the product. The size of the percentage 
statement must not exceed one-half the size of the largest type size on the panel on 
which the statement is displayed and must appear in its entirety in the same type 
size, style, and color without highlighting. 

(3) The seal, logo, or other identifying mark of the certifying agent that certified the 
handler of the finished product. 

(b) Agricultural products in packages described in § 205.301(c) must: 
(1) In the ingredient statement, identifY each organic ingredient with the word, 
"organiC," or with an asterisk or other reference mark which is defined below the 
ingredient statement to indicate the ingredient is organically produced. Water or salt 
included as ingredients cannot be identified as organic. 

(2) On the information panel, below the information identitying the handler or 
distributor of the product and preceded by the statement, ·Certified organic by ... ," or 
similar phrase, identity the name of the certifying agent that certified the handler of 
the finished product: Except, That, the business address, Intemet address, or 
telephone number of the certifying agent may be included in such label. 

(c) Agricultural products in packages described in § 205.301 (c) must not display the USDA 
seal. 

§ 205.305 Multi·ingredient packaged products with less than 70 percent organically 
produced ingredients. 
(a) An agricultural product with less than 70 percent organically produced ingredients may 
only identifY the organic content of the product by: 

(1) IdentifYing each organically produced ingredient in the ingredient statement with 
the word, ·organic," or with an asterisk or other reference mark which is defined 
below the ingredient statement to indicate the ingredient is organically produced, and 

(2) If the organically produced ingredients are identified in the ingredient statement, 
displaying the product's percentage of organic contents on the information panel. 

(b) Agricultural products with less than 70 percent organically produced ingredients must not 
display: 

(1) The USDA seal; and 

(2) Any certifYing agent seal, logo, or other identifying mark which represents organic 
certification of a product or product ingredients. 

§ 205.306 Labeling of livestock feed. 
(a) Livestock feed products described in § 205.301(e)(1) and (e)(2) may display on any 
package panel the following terms: 

(1) The statement, "100 percent organic· or "organic," as applicable, to modify the 
name of the feed product; 

(2) The USDA seal; 
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(3) The seal, logo, or other identifying mark of the certifying agent which ceI1IIied the 
production or handling operation producing the raw or processed organic ingIedienla 
used in the finished product, Provided. That, such seals or marks ant not displayed 
more prominently than the USDA seal; 

(4) The word, "organic." or an asterisk or other reference mark which Is deftned on 
the package to identify ingredients that ant organically produced. Walar or sal 
included as ingredients cannot be identified as organic. 

(b) Uvestoc:k feed products desaibed in § 205.301(e)(1) and (e)(2) must: 
(i) On tha information panel, below the Information identifying the handel or 
distributor of the product and preceded by the statement, "Certified organic by •.•• " or 
sirmlar phrase, display the name of the certifying agent that cel1lfied the handler of 
the finished product. The business address, Internet address, ortelephone number of 
the certifying agent may be included in such label. 
(&) Comply with other Federal agency or Stale feed labeling requirements as 
applicable. 

§ 205.307 Labe6ng of nonreIail conlainers used for only shipping or storage of raw or 
processed agricultural products labeled as "100 percent organic.' 'organlc,' or "made with 
organic (specified ingredients or food group(s»." 
(a) Nonrelail conlainers used only to ship or store raw or processed agricultural product 
labeled as containing organic ingredlenls may display the following terms or marks: 

(1) The name and c:ontect information of the certifying agent which ceI1IIied !he 
handler which assembled the final product; 

(2) Identification of the product as organic; 

(3) Special handfing instructions naeded to maintain the organic integrity of !he 
product; 

(4) The USDA seal; 

(5) The seal, logo, or other identifying merk of the certifying agent that ceI1IIied the 
organic production or handfing operation that produced or handled the finished 
product. 

(b) Nonretail containers used to ship or store raw or processed agrIcuIIuraI product labeled 
as conteining organic ingredients must display the production lot number or the product If 
applicable. 

ec) Shipping containers of domeslk:ally produced product labeled as organic Intended for 
export to international markeIs may be labeled in accordance with any shipping coulalner 
labeling requirements or the foreign countsy or destination or the container labeling 
specifications of a foreign contract buyer. proyided, That. the shipping cOiltaillers and 
shipping documents accompanying such organic products ant cIearty marked "For &port 
Only" and: Provided further. That. proof of such container marking and export must be 
mainlained by the handler in BCCOIdance with recordkeeping requilaments for exempt and 
excluded operations under § 205.101. 

5205.301 Agrlcullunll pn:KIucts In oilier tIuIn packaged form at the point of ......... 
that are sold. labeled, or reprl.1 'lId as "100 percent organic" or "0I1JIInic." 
(a) Agricultural products in other than packaged form may use the term. "100 percent 
organic" or "organic," as applicable, to modify the name of the product in relail display. 
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labeling, and display containers: Provided, That, the term, 'organic," is used to identify the 
organic ingredients listed in the ingredient statement. 

(b) If the product is prepared in a certified facility, the retail display, labeling, and display 
containers may use: 

(1) The USDA seal; and 

(2) The seal, logo, or other identifying mark of the certifying agent that certified the 
production or handling operation producing the finished product and any other 
certifying agent which certified operations producing raw organic product or organic 
ingredients used in the finished product: Provided, That, such seals or marks are not 
individually displayed more prominently than the USDA seal. 

§ 205.309 Agricultural products in other than packaged form at the point of retail sale 
that are sold, labeled, or represented as "made with organic (specified ingredients or 
food groupls))." 
(a) Agricultural products in other than packaged form containing between 70 and 95 percent 
organically produced ingredients may use the phrase, "made with organic (specified 
ingredients or food group(s»," to modify the name of the product in retail display, labeling, 
and display containers. 

(1) Such statement must not list more than three organic ingredients or food groups, 
and 

(2) In any such display of the producfs ingredient statement, the organic ingredients 
are identified as "organic." 

(b) If prepared in a certified facility, such agricultural products labeled as "made with organic 
(specified ingredients or food group(s»" in retail displays, display containers, and market 
information may display the certifying agent's seal, logo, or other identifying mark. 

§ 205.310 Agricultural products produced on an exempt or excluded operation. 
(a) An agricultural product organically produced or handled on an exempt or excluded 
operation must not: 

(1) Display the USDA seal or any certifying agent's seal or other Identifying mark 
which represents the exempt or excluded operation as a certified organic operation, 
or 

(2) Be represented as a certified organic product or certified organic ingredient to any 
buyer. 

(b) An agricultural product organically produced or handled on an exempt or excluded 
operation may be identified as an organic product or organic ingredient in a multi-ingredient 
product produced by the exempt or excluded operation. Such product or ingredient must not 
be identified or represented as 'organic" in a product processed by others. 

(c) Such product is subject to requirements specified in paragraph (a) of § 205.300, and 
paragraphs (f)(1) through (f)(7) of § 205.301. 

§ 205.311 USDA Seal. 
(a) The USDA seal described in paragraphs (b) and (c) of this section may be used only for 
raw or processed agricultural products described in paragraphs (a), (b), (e)(1), and (e)(2) of 
§205.301. 

(b) The USDA seal must replicate the form and design of the example in figure 1 and must 
be printed legibly and conspicuously: 
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(1) On a white background with a brown outer cin:Ie and with the term, "USDA." in 
green ovel1aying a white upper semicircle and with the term, "organic:," in white 
overlaying the green lower half circle; or 

(2) On a white or transparent background with black outer cin:Ie and black "USDA" 
on a white or transparent upper half of the cin:Ie with a cOlltrasling white or 
transparent "organic" on the black lower half cin:Ie. 

(3) The green or black lower half cin:Ie may have four light linas ruming from left to 
right and disappearing at the point on the right horizon to resemble a culllwated field. 

§§ 205.312-205.399 [Reserved) 
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Subpart E • Certification 
§ 205.400 General requirements for certification. 
A person seeking to receive or maintain organic certification under the regulations in this part 
must: 
(a) Comply with the Act and applicable organic production and handling regulations of this 
part; 

(b) Establish, implement, and update annually an organic production or handling system plan 
that is submitted to an accredited certifying agent as provided for in § 205.200; 

(c) Permit on-site inspections with complete access to the production or handling operation, 
including noncertified production and handling areas, structures, and offices by the certifying 
agent as provided for in § 205.403; 

(d) Maintain aU records applicable to the organic operation for not less than 5 years beyond 
their creation and allow authorized representatives of the Secretary, the applicable State 
organic program's goveming State official, and the certifying agent access to such records 
during normal business hours for review and copying to determine compliance with the Act 
and the regulations in this part, as provided for in § 205.104; 

(e) Submit the applicable fees charged by the certifying agent; and 

(f) Immediately notify the certifying agent conceming any: 
(1) Application, including drift, of a prohibited substance to any field, production unit, 
site, facility, livestock, or product that is part of an operation; and 

(2) Change in a certified operation or any portion of a certified operation that may 
affect its compliance with the Act and the regulations in this part. 

§ 205.401 Application for Certification. 
A person seeking certification of a production or handling operation under this subpart must 
submit an application for certification to a certifying agent The application must indude the 
following information: 
(a) An organic production or handling system plan, as required in § 205.200; 

(b) The name of the person completing the application; the applicant's business name, 
address, and telephone number; and, when the applicant is a corporation, the name, 
address, and telephone number of the person authorized to act on the applicanfs behalf; 

(c) The name(s} of any organic certifying agent(s) to which application has previously been 
made; the year(s} of application; the outcome of the application(s) submission, including, 
when available, a copy of any notification of noncompliance or denial of certification issued 
to the applicant for certification; and a description of the actions taken by the applicant to 
correct the noncompliances noted in the notification of noncompliance, including evidence of 
such correction; and 

(d) Other information necessary to determine compliance with the Act and the regulations in 
this part. 

§ 205.402 Review of appncatlon. 
(a) Upon acceptance of an application for certification, a certifying agent must: 

(1) Review the application to ensure completeness pursuant to § 205.401; 
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(2) Detennine by a review of the application matarials whether 1he applicant appears 
to comply or may be able to comply with the applicable requirements of subpart C of 
this part; 

(3) Verify that an applicant who previously applied to another c:ertfying agent and 
received a notif.cation of noncompliance or dania! of cet1ification, pursuant to § 
205.405, has submitted documelilallOt'l to support the corredion of· any 
noncomp/"l8f1C8S Identified in the notification of noncompliance or denial of 
certification, as required in § 205.405{e); and 

(4) Schedule an on-site inspection of the operation to detennine whether the 
applicant qualfies for certification if the review of application materials reveals that 
the production or handling operation may be in compliance wiIh the applicable 
requirements of subpart C of this part 

(b) The certifying agent shall wilhin a reasonable time: 
(1) Review the appficatlon materials received and commun/cate its findings to .. 
applicant; 

(2) Provide the applicant wiIh a copy of the on-site inspedion report. as approved by the 
certifying agent. for anyon-site inspedion performed; and 

(3) Provide the applicant wiIh a copy of the test results for any samples taken by an 
inspector. 

(c) The applicant may wilhdraw its application at any time. An applicant who wilhdcaAs Is 
applicalion shaD be rlable for the costa of services provided up to the time of wiIhdIawal of Is 
application. An applicant that voluntarily wilhdrew its appflcation prior to the issuance of • 
notice of noncomprl8nC8 wiD not be issued a notice of noncomplianc:e. SimDarly, an appIk:ant 
that voluntarily wilhdrew its application prior to the issuanoa of a notice of Clltilication denial 
will not be iSsued a notice of cartiIiCation daniaI. 

1201.403 On-slle inspections. 
<a) Qn..site inIpec!IonJ. (1) A certifying agent must conduct an initial on-sIte inspeclil'ln of 
each production unit, facility, and site that producas or handles organic: prodIlCIs and that is 
included in an operation for which cet1ification is requested. An on-site inspection shall be 
conducted annually thereafter for each C8Itified operation that producas or handles OIPE 
products for the purpose of determining whether to approve .. request for C8ItiIicaIion or 
whether the certification of the opeIation should continue. 

(2) (I) A c:ertfying agent may conduct additlonal on-sIte inspections of applicants for 
certification and cartified operations to datermIna compliance wiIh 1he Act and the 
regulations in this part 

(Ii) The AdminisbatOl or State organic: program'. governing State ofIIcIal may f1MIUR 
that additional inspections be performed by the certifying agent for the purpose of 
determining compIianca wiIh 1he Act and 1he regulations in this part. 
(iii) Additlonal inspections may be announced or url8nnounced at the clsaatiOt'l of the 
c:ertfying agent or as required by the AdminlsbatOl or State organic program's 
govemIng State official 

(b) Scheduling. (1) The initial on-site lnspedion must be conducted wiIhin a reasonable time 
following a detennination that the applicant appears to conipi)' or may be able to comply wiIh 
1he requirements of subpart C of this part: Except, That, the initial inspection may be delayed 
for up to 6 months to comply with the requirement that the inspection be conducted when the 
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land, facilities, and activities that demonstrate compliance or capacity to comply can be 
observed. 

(2) All on-site inspections must be conducted when an authorized representative of 
the operation who is knowledgeable about the operation is present and at a time 
when land, facilities, and activities that demonstrate the operation's compliance with 
or capability to comply with the applicable provisions of subpart C of this part can be 
observed, except that this requirement does not apply to unannounced on-site 
inspections. 

(c) Verification of information. The on-site inspection of an operation must verify: 
(1) The operation's compliance or capability to comply with the Act and the 
regulations in this part; 

(2) That the information, including the organic production or handling system plan, 
provided in accordance with §§ 205.401, 205.406, and 205.200, accurately reflects 
the practices used or to be used by the applicant for certification or by the certified 
operation; 

(3) That prohibited substances have not been and are not being applied to the 
operation through means which, at the discretion of the certifying agent, may include 
the collection and testing of soil; water; waste; seeds; plant tissue; and plant, animal, 
and processed products samples. 

(d) Exit interview. The inspector must conduct an exit interview with an authorized 
representative of the operation who is knowledgeable about the inspected operation to 
confirm the accuracy and completeness of inspection observations and information gathered 
during the on-site inspection. The inspector must also address the need for any additional 
information as well as any issues of concern. 

(e) Documents to the inspected operation. (1) At the time of the inspection, the inspector 
shall provide the operation's authorized representative with a receipt for any samples taken 
by the inspector. There shall be no charge to the inspector for the samples taken. 

(2) A copy of the on-site inspection report and any test results will be sent to the 
inspected operation by the certifying agent. 

§ 205.404 Granting certification. 
(a) Within a reasonable time after completion of the initial on-site inspection, a certifying 
agent must review the on-site inspection report, the results of any analyses for substances 
conducted, and any additional information requested from or supplied by the applicant. If the 
certifying agent determines that the organic system plan and all procedures and activities of 
the applicanfs operation are in compliance with the requirements of this part and that the 
applicant is able to conduct operations in accordance with the plan, the agent shall grant 
certification. The certification may include requirements for the correction of minor 
noncompliances within a specified time period as a condition of continued certification. 

(b) The certifying agent must issue a certificate of organic operation which specifies the: 
(1) Name and address of the certified operation; 

(2) Effective date of certification; 

(3) Categories of organic operation, including crops, wild crops, livestock, or 
processed products produced by the certified operation; and 
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(4) Name, address, and telephone rn.rnber of the cerIII'yIng agent. 

(c) Once certified, a production or handling operation's organic C6i llficallot'l contil ..... in 
effect until surrendered by the organic operation or suspended or revoked by the cerIII'yIng 
agent, the State organic program's governing State official, or the AdmInistnItor. 

§ 205.401 Danlal of certification. 
(a) When the certifying agent has reason to believe, based on a review of the information 
specified in § 205.402 or § 205.404, that an applicant for certification is not able to comply or 
1$ not in compliance with the requirements of this pert, the cerIII'yIng agent must provide a 
written noIIfication of noncompliance to the applicant. When corredIon of a IlOIICCIITIpfiaI a is 
not possible, a notification of noncompliance and a nollficatlon of denial of cerIific:atIon may 
be combined in one notification. The notification of noncompliance shal provide: 

(1) A description of each noncompliance; 

(2) The fads upon which the notification of noncompliance is basad; and 

(3) The date by YIhk:h the applicant must rebut or correct each noncompliance and 
submit supporting documentation of each such corredIon when conectiOn is 
possible. 

(b) Upon receipt of such notification of noncomplance, the applicant may: 
(1) Correct noncompliances and submit a description of the corractive actions .... 
with supporting documentation to the certifying agent; 

(2) Correct noncompllances and submit a new application to another cerIII'yIng agent 
provided, That, the applic8llt must include a complete application, the r.otifIcation of 
noncompliance received from the first cerIII'yIng agent, and a description of the 
corrective actions taken with SUPporting documentation; or 

(3) Submit written information to the Issuing certifying agent to rebut the 
noncompliance described in the notification of noncompliance. 

(cl After issuance of a notification of noncompliance, the certlf)1ng agent must 
(1) Evaluate the applicants corrective actions .... and supporting doc:unentatioh 
submittad or the wriltan rebuttal, conduct an on-sIte Inspec:tion if necessary, and 

(I) When the corrective action or rebuttal 1$ suffIcIeIlt for the applicant to 
qualify for certification, issue the applicant an approval of cerIific:atIon 
pursuant to § 205.404; or 
(II) When the corrective action or rebuttal 1$ not suIIIcieIli for the applicant to 
qualify for certiflcatior.. issue the applicant a wrilten notice of denial of 
certification. 

(2) Issue a written notice of denial of certification to an applicant who faIs to respond 
to the noIIfication of noncompliance. 

(3) Provide notice of apprvval or denial to the AdmlnislJator, puI'Sl.aII to § 
205.501 (a)(14). 

(d) A notice of denial of cerllfication must state the reason(s) for denial and the apple_It's 
right to: 

(1) Reapply for certification pursuant to §§ 205.401 and 205.405{.); 

(2) Request mediatiOn pursuant to § 205.663 or, if applicable, pursuant to a State 
organic program; or 
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(3) File an appeal of the denial of certification pursuant to § 205.681 or, if applicable, 
pursuant to a State organic program. 

(e) An applicant for certification who has received a written notification of noncompliance or 
a written notice of denial of certification may apply for certification again at any time with any 
certifying agent, In accordance with §§ 205.401 and 205.405(e). When such applicant 
submits a new application to a certifYing agent other than the agent who issued the 
notification of noncompliance or notice of denial of certification, the applicant for certification 
must Include a copy of the notification of noncompliance or notice of denial of certification 
and a description of the actions taken, with supporting documentation, to correct the 
noncompliances noted in the notification of noncompliance. 

(f) A certifYing agent who receives a new application for certification, which includes a 
notification of noncompliance or a notice of denial of certification, must treat the application 
as a new application and begin a new application process pursuant to § 205.402. 

(g) Notwithstanding paragraph (a) of this section, if a certifying agent has reason to believe 
that an applicant for certification has willfully made a false statement or otherwise 
purposefully misrepresented the applicanfs operation or its compliance with the certification 
requirements pursuant to this part, the certifYing agent may deny certification pursuant to 
paragraph (c}(1}(ii) of this section without first issuing a notification of noncompliance. 

§ 205.406 Continuation of certification. 
(a) To continue certification, a certified operation must annually pay the certification fees and 
submit the following information, as applicable, to the certifYing agent 

(1) An updated organic production or handling system plan which includes: 
(I) A summary statement, supported by documentation, detailing any 
deviations from, changes to, modifications to, or other amendments made to 
the previous year's organic system plan during the previous year; and 
(II) Any additions or deletions to the previous year's organic system plan, 
intended to be undertaken in the coming year, detailed pursuant to § 205.200; 

(2) Any additions to or deletions from the information required pursuant to § 
205.401 (b); 

(3) An update on the correction of minor noncompliances previously identified by the 
certifYing agent as requiring correction for continued certification; and 

(4) Other Information as deemed necessary by the certifYing agent to determine 
compliance with the Act and the regulations in this part. 

(b) Following the receipt of the information specified In paragraph (a) of this section, the 
certifYing agent shall within a reasonable time arrenge and conduct an on-site inspection of 
the certified operation pursuant to § 205.403: Except That, when it is impossible for the 
certifYing agent to conduct the annual on-site inspection following receipt of the certified 
operation's annual update of information, the certifYing agent may allow continuation of 
certification and issue an updated certificate of organic operation on the basis of the 
information submitted and the most recent on-site inspection conducted during the previous 
12 months: Provided, That, the annual on-site inspection, required pursuant to § 205.403, is 
conducted within the first 6 months following the certified operation's scheduled date of 
annual update. 

(cl If the certifying agent has reason to believe, based on the on~site inspection and a review 
of the Information specified in § 205.404, that a certified operation is not complying with the 
requirements of the Act and the regulations in this part, the certifYing agent shall provide a 
written notification of noncompliance to the operation in accordance with § 205.662. 
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(d) If the certifying agent detemlin8$ that the certified operation is com~ with the Ad and 
the regulations in this part and that any of the infonnatlon specified on the ceriIfIcate of 
organic operation has changed, the certifying agent must issue an updated certilicale of 
organic operation pursuant to § 205.404(b). 

§§ 205.407-205.499 [Reserved) 
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Subpart F • Accreditation of Certifying Agents 
This subpart sets forth the requirements for a national program to accredit State and private 
entities as certifying agents to certify domestic or foreign organic production or handling 
operations. This subpart also provides that USDA will accept a foreign certifying agent's 
accreditation to certify organic production or handling operations if: (1) USDA determines, 
upon the request of a foreign govemment, that the standards under which the foreign 
govemment authority accredited the foreign certifying agent meet the requirements of this 
part; or (2) the foreign govemmental authority that accredited the certifying agent acted 
under an equivalency agreement negotiated between the United States Govemment and the 
foreign govemment. 

This National Organic Program (NOP) accreditation process will facilitate national and 
intemational acceptance of U.S. organically produced agricultural commodities. The 
accreditation requirements in these regulations will, upon announcement of the first group of 
accredited certifying agents, replace the voluntary fee-for-service organic assessment 
program, established by AMS under the Agricultural Marketing Act of 1946. That 
assessment program verifies that State and private organic certifying agents comply with the 
requirements prescribed under the Intemational Organization for 
Standardizationllntemational Electrotechnical Commission Guide 65, "General 
Requirements for Bodies Operating Product Certification Systems" (ISO Guide 65).!1l ISO 
Guide 65 provides the general requirements that a certifying agent would need to meet to be 
recognized as competent and reliable. That assessment program was originally established 
to enable organiC certifying agents in the absence of a U.S. national organIc program to 
comply with European Union (EU) requirements beginning on June 30, 1999. That 
assessment program verifies that State and private organic certifying agents are operating 
third-party certification systems in a consistent and reliable manner, thereby facilitating 
uninterrupted exports of U.S. organic agricultural commodities to the EU. ISO Guide 65 was 
used as a benchmark in developing the accreditation program described in this final rule. 
Certifying agents accredited under the NOP that maintain compliance with the Act and these 
regulations will meet or exceed the requirements of ISO Guide 65; therefore, the organic 
assessment program is no longer needed. 

Participation in the NOP does not preclude the accredited certifying agent from conducting 
other business operations, including the certification of agricultural products, practices, and 
procedures to standards that do not make an organiC claim. An accredited certifying agent 
may not, however, engage in any business operations or activities which would involve the 
agent in a violation of or in a conflict of interest under the NOP. 

Description of Regulations 
The Administrator will accredit qualified domestic and foreign applicants in the areas of 
crops, livestock, wild crops, or handling or any combination thereof to certify domestic or 
foreign production or handling operations as certified organic operations. Qualified 
applicants will be accredited for 5 years. 

Application Process 
Certifying agents will apply to the Administrator for accreditation to certify production or 
handling operations operating under the NOP. The certifying agent's application must 
include basic business information, must identify each area of operation for which 
accreditation Is requested and the estimated number of each type of operation to be certified 
annually, and must include a list of each State or foreign country where it currently certifies 
production or handling operations and where it intends to certify such operations. Certifying 
agents must also submit personnel, administrative, conflict of interest, current certification, 
and other documents and information to demonstrate their expertise in organic production or 
handling techniques, their ability to comply with and implement the organiC certification 
program, and their ability to comply with the requirements for accreditation. Certifying agents 
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planning to certify production or handrlll9 operations within a Slate with an appnwed Slate 
organic program (SOP) must demonstrate their ability to comply with the requirernenIJS of the 
SOP. 

The administrative information submitted by the applicant must inc:Iude copies of lis 
procedures for certifying operations, for ensuring compliance of lis ceI1Ified operations with 
the Act and regulations, for complying with recordkeeping requIrernenIs, and for making 
information available to the public about certified operations. The procedures for carIif'JIng 
operations encompass the processes used by the certifying agent to ewIuale app/IcanIs, 
make certification decisions, issue certification cerIificates, and maintain the coillideillialily of 
any business information submitted by the certified operation. The pcocedunts for ensuring 
compliance of the certified operations will inc:Iude the methods used to review and 
Investigate ceI1Ified operations, for sampling and residue testing, and to report \rioIaIions. 

The personnel information submitted with the application must demor151nIte that the 
apprlCant uses a sufficient number of adequately trained personnel to comply with and 
implement the organic certification program. The certifying agent will also have to provide 
evidence that its responsibly connected persons, employees, and COl .baclool with 
inspection, analysis, and decision-making responsibilities have suffIc:Ient expertise in Oigal lie 
production or handling techniques to successfully perform the dut1e8 assigned. They must 
also show that al persons who review applications for certification pee roJm on-site 
inspections, review certiIication documents, evaluate quaIificationII for certifIcaIIon, make 
recommendations concerning certification, or make certification decisions and that aI parties 
responsibly connectec:l to the certifying agent have revealed exislil Ig or pole! ltial COIIIiids of 
interest 

Applicants who o.mmtIy certify production or handling opecations must also submit a list of 
the production and handrlll9 operations cummtly certified by them. For each area in which 
the applicant requests accreditation, the applicant should fumlsh copies of inspection reports 
and certification evaluation documents for at least three operations. If the appIioc8d 
underwent any other acx:redIting process in the year previous to the application, the 
applicant should also submit the resulls of the process. 

Certifying agents are prohibited from giving advice or providing consultancy I8Nices to 
ceriification applicants or ceI1Ified operations for overeomIIIg Ideillilied baniln to 
certification. ThIs requirement does not apply to voluntary education PCDQIamtl avail ..... to 
the general pubic and sponsored by the certifying agent. 

The Administrator will provide oversight of the fees to ensure that the sd1eduIe of fees filed 
with the Administrator's applied uniformly and in a nondisaiminalory manner. The 
Adminisbalor may inform 8 certifying agent that its fees appear to be unnt8IOI1IIbIe and 
require that the certifying agent justify the fees. The Adminisbalor wiB investigaf8 the level of 
fees charged by an accredited certifying agent upon rec::eipt of a valid complaint or II'Ider 
compelling circumstances WB0'8nting such an investigation. 

Statement of Agreement. 
Upon rec::eipt of the certifying agents appIicaticM for accreditation, the Admiaislsatol .. sand 
a statement of agreement to the person responsible for the certifying ... .r. ~ 
operations for signature. The state.nent of agreement affirms that, If granted acaeditallon as 
a certifying agent under this subpart. the applicant wi. carry out the provisions of the Act and 
the regulations in this part. Accreditation will not be appnwed until this statement is signed 
and returned to the Administrator. 

The statemant of agreement will include the applicanfs agreement to accept the certiIicaIion 
decisions made by another certifying agent accredited or accepted by USDA pd'SU8nt to 
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section 205.500 and the applicant's agreement to refrain from making false or misleading 
claims about its accreditation status, the USDA accreditation program, or the nature or 
qualities of products labeled as organically produced. Further, the statement will include the 
applicant's agreement to pay and submit the fees charged by AMS and to comply with, 
implement, and carry out any other terms and conditions determined by the Administrator to 
be necessary. Applicants are also required to affirm through this statement of agreement 
that they will: (1) conduct an annual performance evaluation of all persons who review 
applications for certification, perform on-site inspections, review certification documents, 
evaluate qualifications for certification, make recommendations conceming certification, or 
make certification decisions and implement measures to correct any deficiencies in 
certification services; and (2) have an annual program review conducted of their certification 
activities by their staff, an outSide auditor, or a consultant who has expertise to conduct such 
reviews and implement measures to correct any noncompliances with the Act and the 
regulations in this part that are identified in the evaluation. 

A private entity certifYing agent must additionally agree to hold the Secretary harmless for 
any failure on the agenfs part to carry out the provisions of the Act and regulations. A private 
entity certifying agent's statement will also indude an agreement to fumish reasonable 
security for the purpose of protecting the rights of operations certified by such certifying 
agent. Such security will be in an amount and according to such terms as the Administrator 
may by regulation prescribe. A private entity certifying agent must agree to transfer all 
records or copies of records conceming its certification activities to the Administrator if it 
dissolves or loses its accreditation. This requirement for the transfer of records does not 
apply to a merger, sale, or other transfer of ownership of a certifying agent. A private entity 
certifying agent must also agree to make such records available to any applicable SOP's 
goveming State official. 

Granting Accreditation. 
Upon receiving all the required information, including the statement of agreement, and the 
required fee, the Administrator will determine if the applicant meets the requirements for 
accreditation. The Administrator's determination will be based on a review of the information 
submitted and, if necessary, a review of the information obtained from a site evaluation. The 
Administrator will notify the applicant of the granting of accreditation in writing. The notice of 
accreditation will state the area(s) for which accreditation is given, the effective date of the 
accreditation, any terms or conditions for the correction of minor noncompliances, and, for a 
private-entity certifying agent. the amount and type of security that must be established. 

Certifying agents who apply for accreditation and do not meet the requirements for 
accreditation will be provided with a notification of noncompliance which will describe each 
noncompliance, the facts on which the notification is based, and the date by which the 
applicant must rebut or correct each noncompliance and submit supporting documentation of 
each such correction when correction is possible. If the applicant is successful in its rebuttal 
or provides acceptable evidence demonstrating correction of the noncompliances, the NOP 
Program Manager will send the applicant a written notification of noncompliance resolution 
and proceed with further processing of the application. If the applicant fails to correct the 
noncompliances, fails to report the corrections by the date specified in the notification of 
noncompliance, fails to file a rebuttal by the date specified in the notification of 
noncompliance, or is unsuccessful in its rebuttal, the Program Manager will issue a written 
notification of accreditation denial to the applicant. An applicant who has received written 
notification of accreditation denial may apply for accreditation again at any time or file an 
appeal of the denial of accreditation with the Administrator by the date specified in the 
notification of accreditation denial. 

Once accredited, a certifYing agent may establish a seal, logo, or other identifying mark to be 
used by certified production and handling operations. However, the certifying agent may not 
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require use of its seal, logo, or other identifying mark on any pn:IducI sold, lab alad. or 
represented as organically produced as a condition of certification. The certifying agent also 
may not require compliance with any production or handling practices other than those 
provided for in the Act and regulations as a condition for use of its identifying mark. 
However, certifying agents certifying production or handling operations within a State with 
more restrictive requirements, approved by the Administrator, shal require compfl8OC8 with 
such requirements as a condition of use of their identifying mark by such operations. 

SHe Evaluations. 
One or more representatives of the Adminisllator will perform sila evaluations for each 
certifying agent in order to examina the certifying agent's operations and to evaluate 
compliance with the Act and regulations. Site evaluations wi. include an on-site review elf the 
certifying agenrs certification procedures, decisions, facilities, administrative and 
management systems, and production or handling operations certified by the certifying 
agent. A site evaluation of an acaeditation applicant will be conducted befont or within a 
reasonable time after issuance elf the applicant's notification of acaedllallool. CeI1ifying 
agents wiI be biled for each site evaluation conducted in asllOClatlon with an initial 
accreditation, amendments to an accreditation, and renewals elf acaacfdation. CeI1ifying 
agents will not be biDed by USDA for USDA-Initiated site evaluations conducted to defarn1h8 
compliance with the Act and regulations. 

As noted above, a certifying agent may be acaedited prior to a sita evaIuaIion.. If the 
Program Manager findS, foHowing the site evaluation, that an acaedited certifying agent is 
not in compliance with the Act or regulations, the Program Manager wiI issue the certifying 
agent a written notification of noncompliance. If the certifying agent fails to correct the 
noncompllances, report the corrections by the date specified in the notification elf 
noncompliance, or file a rebuttal by the date specified in the noIillcalloo1 of noncomplance. 
the Administrator win begin proceedings to suspend or revoke the accreditation. A certifying 
agent thet has had its ac:credllation suspended may at any time, unless otheIwise stated in 
the notIfIcaIion of suspension, submit a request to the Secretary for reinstalllment elf itS 
accrecfdation. The request must be accompanied by evidence demonsIIating correc:IIon elf 
each noncompliance and corrective actions taken to comply with and remain in COOIflI ... 
with the Act and regulations. A certifying agent whose acaeditation is revoked will be 
ineligible for accreditation for a period of not less than 3 years foHowing the date elf such 
determination. 

Peer Review Panels. 
The Adminisllator shaH establish a peer review panel pursuant to the Federal AdvilC!IiY 
Committee Act (FACA) (5 U.S.C. App. 2 II •. ). The peer review panel shall be compcsld 
of not fewer than three members who shal annually evalueta the NOP's acI1et .... to the 
accreditation procedures in subpart F of these raguiations and ISOIIEC Guide 81fi11. GenenII 
requirements for assessment and acaedltation elf c:8rtitk:alionh8Qisbation bodies. and the 
NOPs accreditation decisions. This will be accomplished through the review of. (1) 
accreditetion procedures, (2) doc::ument review and sita evaluation reports, and (3) 
accreditation decision documents or documentation. The peer review panel shall report itS 
finding, in writing, to the NOP Program Manager. 

ContInuing AccradIatIon. 
An accredited certifying agent must submit annually to the AdminislnItor, on or befOie the 
anniversary date of the issuance of the notification of acaeditalior" .. the following repoIts and 
fees: (1) a complata and accurate update of its businasslnformation, including its fees, and 
information evidencing its expertise in organic production or handling and itS abIty to comply 
with these regulations; (2) information supporting any changes requested in the areas of 
accreditation; (3) a desaiption of measuses inlplemented in the previous year and any 
measures to be implemented in the coming year to satisfy any terms and conditions 
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specified in the most recent notification of accreditation or notice of renewal of accreditation; 
(4) the results of the most recent performance evaluations and annual program review and a 
description of adjustments to the certifying agenfs operation and procedures implemented or 
to be implemented in response to the performance evaluations and program review; and (5) 
the required AMS fees. 

Certifying agents will keep the Administrator informed of their certifICation activities by 
providing the Administrator with a copy of: (1) any notice of denial of certification, notification 
of noncompliance, notification of noncompliance correction, notification of proposed 
suspension or revocation, and notification of suspension or revocation issued simultaneously 
with its issuance and (2) a list. on January 2 of each year, including the name, address, and 
telephone number of each operation granted certification during the preceding year. 

One or more site evaluations will occur during the 5-year period of accreditation to determine 
whether an accredited certifying agent is complying with the Act and regulations. USDA will 
establish an accredited certifying agent compliance monitOring program, which will involve 
no less than one randomly selected site evaluation of each certifying agent during its 5-year 
period of accreditation. Larger and more diverse operations, operations with clients 
marketing their products intemationally, and operations with a history of problems should 
expect more frequent site evaluations by USDA. Operations with clients marketing their 
products intemationally will be annually site evaluated to meet the ISO-Guide 61 
requirement for periodic surveillance of accredited certifying agents. USDA may also 
conduct site evaluations during investigations of alleged or suspected violations of the Act or 
regulations and in follow-up to such investigations. Such investigations will generally be the 
result of complaints filed with the Administrator alleging violations by the certifying agent. 
Compliance site evaluations may be announced or unannounced at the discretion of the 
Administrator. Certifying agents will not be billed by USDA for USDA-initiated site 
evaluations conducted to determine compliance with the Act and regulations. 

An accredited certifying agent must provide sufficient information to persons seeking 
certification to enable them to comply with the applicable requirements of the Act and these 
regulations. The certifying agent must maintain strict confidentiality with respect to its clients 
and not disclose to third parties (with the exception of the Secretary or the applicable SOP's 
goveming State official or their authorized representatives) any business-related information 
conceming any client obtained while implementing these regulations except as authorized by 
regulation. A certifying agent must make the follOWing information available to the public: (1) 
certification certificates issued during the current and 3 preceding calendar years; (2) a list of 
producers and handlers whose operations it has certified, including for each the name of the 
operation, type(s) of operation, products produced, and the effective date of the certification, 
during the current and 3 preceding calendar years; and (3) the results of laboratory analyses 
for residues of pesticides and other prohibited substances conducted during the current and 
3 preceding calendar years. A certifying agent may make other business information 
available to the public if permitted in writing by the producer or handler. This information will 
be made available to the public at the public's expense. 

An accredited certifying agent must maintain records according to the following schedule: (1) 
records obtained from applicants for certification and certified operations must be maintained 
for not less than 5 years beyond their receipt; (2) records created by the certifying agent 
regarding applicants for certification and certified operations must be maintained for not less 
than 10 years beyond their creation; and (3) records created or received by the certifying 
agent pursuant to the accreditation requirements, excluding any records covered by the 10-
year requirement, must be maintained for not less than 5 years beyond their creation or 
receipt. Examples of records obtained from applicants for certification and certified 
operations include organiC production system plans, organiC handling system plans, 
application documents, and any documents submitted to the certifying agent by the 
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applicant/certified operation. Examples of records aeatad by the certifying agent regan:IinQ 
applicants for c:ertificetion and certified operations include certification certificates, notices of 
denial of c:ertificetion, notification of noncompliance, notification of noncompliance cOlledloli, 
notification of proposed suspension or revocation, notification of suspension or revoc:aIIor;, 
correspondence with appflC8nts and c:ertified operations, 00-. inspection reports, 
documents concerning residua testing, and Internal WOItdng papers and men'IOIaldums 
concerning applicants and certified operations. Examples of records aeatad or I1lC8ived by 
the certifying agent pursuant to the ac:c:raditation requirements include operations manuals; 
policies and procedures documents (personnel, administrative); training records; annual 
performance evaluations and supporting documents; conflict of interest disclosure reports 
and supporting documents; annual program review WOItdng papers, rnemorancIooIs, letters, 
and reports; fee schedules; annuel reports of operations granted certification; 8pIlIcaliOli 
materials submitted to the NOP; correspondence received from and sent to USDA; and 
annual reports to the Adminisbato.'. 

The certifying agent must make aU records available for inspection and copying during 
normal business hours by authorized representatives of the Secretary and the ..,.,. &hie 
SOPs govaming State official. In the evant that the certifying agent dissotleS or loses its 
ac:c:reditation, it must transfer to the Adrninisbator and make avalable 10 any appLabIe 
SOP's governing State official all records or copies of records c:onceming its c:a1ir1Cll1ion 
activities. This requirement for the transfer of records does not apply 10 a merger, safe, or 
other transfer of ownership of a certifying agent 

CertifyIng agents are also required to prevent confIic:Is of Interest and 10 requh the 
completion of an annuel c:onflic:t of interest disclosure report by aI persons who review 
appflC8lions for c:ertificetion, perform on-site Inspections, review c:erIIfication documents, 
evaluate qualifications for c:ertificetion, make recommendations concernillg certification, or 
make c:ertific:ation decisions and al parties responsibly connected 10 the certifying agent. 
Coverage of the c:onflic:t of interest provisions extends 10 immediate family members of 
persons required to complete an annual conflict of interest disclosure rapott A C8I1ifyIng 
agent may not certify a production or handHng operation If the certifying agent or a 
responsibly connected party of such certifying agent has or hal held a c:omtnerc:ial i ... 1ISt in 
the produc:Iion or handling operation, including an Immediate femlly interest or the provision 
of c:onsuIIIng services. within the 12-month period prior to the appliCation for ceI11f1cetiol1. A 
certifying agent may certify a production or handHng operation if any employee. inspector, 
conti actor, or other personnel of the certifying agent has or has held a COII"II"IMIrd inIerest, 
including an immediate family Interest or the provision of consulting services, within the 12-
month period prior to the application for c:ertifIcaIion. However, such persons nut be 
excluded from work, discussions, and decisions in al stages of the C81'tifica1ion p!DCeII and 
the monitoring of the entitY in which they have or have held a conH11MliaI ililarest. The 
ac:c:eptance of payment, gifts, or favors of any kind, other than prescribed feel, from any 
bUS/nail inspected is prohibited. However, a certifying agent that Is a I"IIlt-fof.pro 
organization with an Internal Revenue Code tax exemption or, in the case of a fellaign 
certifying agent, a comparable recognition of not-for-proflt status from its go'Iiemment, may 
accept voluntary labor from c:ertifiecI operations. Certifying agents are also protiibIted from 
giving advice or providing consuttancy seNic:es 10 c:erIIfication applicants or certified 
operations for overcoming idelitified barriers 10 C81'tifica1ion. To fur1har ensunt agai lit 
conflict of interest, the certifying agent must ensure that the decision to c:ertiI'y an openItion Is 
made by a person different from the person who c:onduc:tad the on-siIa inspection. 

The certifying agent must reconsider a certified operation's application for c:erIIfication when 
the certifying agent determines, within 12 months of certifying the openItion, that a pelSOf\ 
participating in the cerliflc:ation process and covered under section 205.501(c)(11)OO has or 
had a conflict of interest involving the applicant If nec:essery, the certifying agent must 
perform a new oo-site inspection. AI costs associated with a reconsidelalion of an 
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application, including onsite inspection costs, shall be borne by the certifying agent. When it 
is determined that, at the time of certification, a conflict of interest existed between the 
applicant and a person covered under section 205.501 (c)(11)(~, the certifying agent must 
refer the certified operation to a different accredited certifying agent for recertification. The 
certifying agent must also reimburse the operation for the cost of the recertification. 

No accredited certifying agent may exclude from perticipation in or deny the benefits of the 
NOP to any person due to discrimination because of race, color, national origin, gender, 
religion, age, disability, political beliefs, sexual orientation, or marital or family status. 
Accredited certifying agents must accept all production and handling applications that fall 
within their areas of accreditation and certify all qualified applicants, to the extent of their 
administrative capacity to do so, without regard to size or membership in any association or 
group. 

Renewal of Accreditation. 
To avoid a lapse in accreditation, certifying agents must apply for renewal of accreditation at 
least 6 months prior to the fifth anniversary of issuance of the notification of accreditation 
and each subsequent renewal of accreditation. The Administrator will send the certifying 
agent a notice of pending expiration of accreditation approximately 1 year prior to the 
scheduled date of expiration. The accreditation of certifying agents who make timely 
application for renewal of accreditation will not expire during the renewal process. The 
accreditation of certifying agents who fail to make timely application for renewal of 
accreditation will expire as scheduled unless renewed prior to the scheduled expiration date. 
Certifying agents with an expired accreditation must not perform certification activities under 
the Act and these regulations. 

Following receipt of the certifying agent's annual report and fees and the results of a site 
evaluation, the Administrator will determine whether the certifying agent remains in 
compliance with the Act and regulations and should have its accreditation renewed. Upon a 
determination that the certifying agent is in compliance with the Act and regulations, the 
Administrator will issue a notice of renewal of accreditation. The notice of renewal will 
specify any terms and conditions that must be addressed by the certifying agent and the 
time within which those terms and conditions must be satisfied. Renewal of accreditation will 
be for 5 years. Upon a determination that the certifying agent is not in compliance with the 
Act and regulations, the Administrator will initiate proceedings to suspend or revoke the 
certifying agent's accreditation. Any certifying agent subject to a proceeding to suspend or 
revoke its accreditation may continue to perform certification activities pending resolution of 
the proceedings to suspend or revoke the accreditation. 

Amending accreditation. 
An accredited certifying agent may request amendment to its accreditation at any time. The 
application for amendment must be sent to the Administrator and must contain information 
applicable to the requested change in accreditation, a complete and accurate update of the 
certifying agenfs application information and evidence of expertise and ability, and the 
applicable fees. 

Accreditation - Changes Based on Comments 
This subpart differs from the proposal in several respects as follows: 
(1) Advice and Consultancy Services. We have amended section 205.501(a)(11)(iv) to clarify 
that certifying agents are to prevent conflicts of interest by not giving advice or providing 
consultancy services to applicants for certification and certified operations for overcoming 
identified barriers to certification. This amendment has been made in response to a 
commenter who stated that the provisions of section 205.501(a)(11)(iv), as proposed, 
seemed to preclude the providing of advice and educational workshops and training 
programs. It was not our intent to prevent certifying agents from sponsoring in-house 
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publications, conferences, workshops, informational meetingI, and field days for which 
paiticipation is voluntary and open to the general public. The proviaIons .. originally 
proposed and as amended are intended to prohibit certifying agents from IeIIing applicants 
and certified operations how to overcome barriers to c:ertification identified by the certiI'ying 
agent It would be a conflict of interest for a certifying agent to tell an operation how to 
comply inasmuch as the certifying agents impartiality and objectivity will be lost should the 
advice or consuttancy prove ineffective in resolving the noncompliance. The proviaIons of 
section 205.501(a)(11)(1V) are consistent with ISO Guide 61. 

To further clarify this issue, we have also amended section 205.501(a)(16) by addlllg "for 
certification actiYities- after the word, "charges.· 

(2) Conflicts of Interest - Persons Covered. We have amended section 205.501(a)(11)(v) to 
Omit the completion of annual conflict of interest disclosure reports to aI persons who review 
appHcatlons for c:ertification, perfonn on-site inspections, review certific:ation doc:umenIs, 
evaluate qualifications for certification, make recommendations conceming certific:ation, or 
make cerlification decisions and al parties responsibly connected to the certifying agent A 
commenter recommended amending section 205.501(a)(11)(v) to have II apply to aI 
persons with direct oversight of or participation in the certification progiam rather thM aI 
persons identified in section 205.504(8)(2). Section 205.504(a)(2) includes aI personnel to 
be used in the c:ertification operation, including administrative staIf, celtificetioll inspecllDll, 
members of any c:ertification review and evaluation committees, c:onbaclDls, and aI parties 
responsibly connected to the certifying agent We have decided that completion of annual 
conflict of interest disclosure reports by persons not involved in the ceriification p!0C8SI or 
responsibly connected to the certifying agent is unnecessary. As amended, section 
205.501(a)(11)(v) includes aI persons with the opportunity to inftuence the outcome of. 
decision on whether to certify a specific production or handling Op8.aIiorL Completed contIct 
of interest disclosure reports win be used by certifying agents to identify persons with 
interests in appl"lC8nts for certification and certified operations that may affect the impartiaIty 
of such persons. 

(3) Reporting Certifications Granted. We have amended section 205.501(a)(15)(1) (folnllllly 
section 205.501(a)(14}(1i) by replacing "a querterly calendar basis" with·JanuaIy 2 of each 
year. - A commenter stated that the requirement that certifying agents report celtificatiollS 
that they have granted on a quarterly basis to the Adminisllator is bwdensome. The 
commenter requ8$ted that section 205.501(a)(14)OO be amended to require 8 11'Iidy •• or 
end-year reporting. Section 205.501(a)(15)[u) now requires the certifying agent to submit 8 
list, on January 2 of each year, including the name, eddress, and telapo'1one number of each 
operation granted certification during the preceding year. CertIfying agents can fulfil this 
requirement by providing an up-to-date copy of the II$t of producerB and handIeIs required to 
be made available to the public by section 205.504(b)(5)(li). 

(4) Notification of Inspector. We have added a new section 205.501(a)(18) requiring the 
certifying agent to provide the inspector, prior to each on-site inspediori, with previOuS on
site inspection reports and to notify the inspector of the certifying agent'l decision relative to 
granting or denying c:ertification to the applicant site inspected by the lnspeclCr. Such 
notlflcatlon must identify any requirements for the c:orrection of minor nonc:ompllenc:es. We 
have made this eddition because we agree with the commenterthat such information should 
be provided to the inspector and because the requirements are c:onsistent with ISO Guide 
61. 

(5) Acceptance of Applications. W. have edded a new section 205.501(8)(19) requiring the 
certifying agent to accept aI production or handling applications for certification that fBI 
within the certifying agent's areas of accreditation and to certify an quaHfied applicai Its, to the 
extent of their administrative capacity to do so, withOut regard to size or membership in any 
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association or group. We have made this addition because we agree with the many 
commenters who requested that certifying agents be required to certify all qualified 
applicants. We recognize, however, that there may be times when the certifying agent's 
workload or the size of its client base might make it necessary for the certifying agent to 
decline acceptance of an application for certification within its area of accreditation. This is 
why we have included the proviso, "to the extent of their administrative capacity to do so." 
We have included "without regard to size or membership in any association or group' to 
address commenter concerns about discrimination in the providing of certification services. 
This addition is consistent with ISO Guide 61. 

(6) Abilitv to Comply with SOP. We have added a new section 205.501(a)(20) requiring the 
certifying agent to demonstrate its ability to comply with an SOP, to certify organic 
production or handling operations within the State. This change, as pcinted out by a State 
com menter, is necessary 10 clarify thai a certifying agent must be able to comply wilh an 
SOP to certify production or handling operations within that State. 

(1) Performance Evaluation. We have amended section 205.501(a)(6) by replacing 
"appraisal" with "evaluation" and expanding the coverage from inspectors to persons who 
review applications for certification, perform on-site inspections, review certification 
documents, evaluate qualifications for certification, make recommendations concerning 
certification, or make certification decisions. Corresponding amendments have also been 
made to section 205.510(a)(4). Further, we have amended section 205.501(a)(6) to clarify 
that the deficiencies to be corrected are deficiencies in certification services. We changed 
"appraisal" to "evaluation" at the request of a State commenter who pointed out that State 
inspectors generally perform other duties in addition to the inspection of organic production 
or handling operations. We concur that this change will help differentiate between the State's 
employee performance appraisal for all duties as a State employee and the evaluation of 
certification services provided under the NOP. Expanding the coverage from inspectors to all 
persons involved in the certification process makes the regulation consistent with ISO Guide 
61. Sections 205.505(a)(3) and 205.510{a){4) have been amended to make their language 
consistent with the changes to section 205.501 (a)(6). 

(8) Annual Program Evaluation. We have amended section 205.501(a)(1) by replacing 
"evaluation" with "review" and by replaCing "evaluations" with "reviews." A commenter 
suggested amending section 205.501(a)(1) by replacing the requirement of an annual 
program evaluation with an annual review of program activities. We agree that "review" is a 
more appropriate term than "evaluate" since to review is to examine, report, and correct 
while evaluate is more in the nature of asseSSing value. We have not, however, accepted 
that portion of the commente"s suggestion Which would have removed the reference to the 
review being conducted by the certifying agent's staff, an outside auditor, or a consultant 
who has the expertise to conduct such reviews. We have not accepted this suggestion 
because the comment would have limited the review to being conducted by the certifying 
agent with no requirement that the certifying agent be qualified to conduct the review. 
Another commenter wanted to change the requirement to an annual assessment of the 
quality of the inspection system. We have not accepted this suggestion because it can be 
interpreted as narrowing the scope of the review from the full certification program to just the 
inspection component of the certification program. This commenter would also have limited 
the review to being conducted by the certifying agent with no requirement that the certifying 
agent be qualified to conduct the review. We believe that narrowing the scope of the review 
would be inconsistent with ISO Guide 65. It is also inconSistent with our intent that the entire 
certification program be reviewed annually. We also received a comment stating that it is a 
violation of ISO Guide 65 to have staff perform an intemal review. We disagree with this 
commenter. ISO Guide 65 provides that the certification body shall conduct periodic internal 
audits covering all procedures in a planned and systematic manner. Sections 205.505(a)(4) 
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and 205.510(a)(4) have been amended to make their language consi$tent with the changes 
to section 205.501(a)(7). 

(9) Certification Decision. We have added a new section 205.501(a)(11)(vi) that raquinJs the 
certifying agent to ensure that the decision to certify an opeIation is made by a p&fSOI'I 
different from the person who carried out the on-site inspecIion. Commenters requested that 
this provision be added to the requirement that certifying agents prevent COllfticts of Intel est 
We concur with the request because it clearly separates the act of inspediiSJ an orgenic 
operation from the act of granting certification. This addition is also consistent with ISO 
Guide 65, section 4.2(t), which requiles that the certification body ensure that each decision 
on certification is taken by a person alfferent from those who carried out the evaluation. 

(10) Determination of ConfliCt of Interest We have added 8 new sedion 205.501(a)(12) 
addressing situations where a contIIct of interest present at the time of C8ItIfic:ation is 
identified after certification. Several commenters requested the addition of a provision that, if 
a conflict of interest is identified within 12 months of certification, the C8ltifyIng agent must 
reconsider the application and may reinspect the operetion if necesI8IY. We agree with the 
commenters that the issue of conflicts of interest present at the time of certification but 
identified after certification need to be addressed in the regulations. Ac:cordingIy, we have 
provided that an entity accrediIed as a certifying agent must reconsider a cerIIIiad 
operation's application for certification and, if necessary, pedorm a new on-sIte inspection 
when It is determined, within 12 months of certifying the operatior .. that &nJ p&fSOI'I 
participating in the certification process and covered under sedion 205.501(a)(11)(i) has or 
had a conflict of interest involving the applicant Because the certifying agent is responsible 
for preventing conflicts of interest. all costs associated with a reconsideiation of application, 
including onsite inspection costs, must be borne by the certifying agent. Further, 8 certifying 
agent must refer a certified operation to a diffel ant accradlled oartifying agent for 
recertification when it is determined that any person covered under sedion 205.501(8)(11)(1) 
at the time of certification of the applicant had a confljct of interest involving the appIif;anl 
Bacause the certifying agent is responsible for preventing confticts of IntereIIt. the certifying 
agent must reimburse the operetion for the cost of the recerlllc:ation. Sec:Iions 
205.501 (a)(12) through 205.501(a)(17) have been redesignated as sections 205.501(8)(13) 
through 205.501(a)(18}, respec:tiveIy. 

(11) Emag Security. We publshad an advenced notice of proposed n.demaking and 
request for comments regarding financial security in the August 9, 2000, issue of the FedElI .. 
Register. We issued a news reiease announcing the Federal Register publication CI'I August 
9, 2000. Numerous cornmenters expressed concern about reasonable sec:uily relative to its 
amount and impact CI'I sman certifying agents. A few cornmenters requested a def,nilioll for 
reasonable security. Others stated that the formula for determining the arnotI'lt of security 
should be pubIshad in the Federal Register. The Mard'l13, 2000, NOP proptlsed rule stated 
that the amount and farms of reasonable financial security would be the subject of addilional 
rulernaking. The August 9, 2000, advanced notice of proposed ruIemaking IOic led 
comments on all aspects of reasonable security and protaction of the rights of progIam 
participants. We requested comments from any interested parties, Including producers and 
handlers of organic agricultural products, certifying agents, importers and 8lCpOI18nI, the 
international communily, and any other person or group. Six questioi'1S were provided 10 
faCIlitate public comment on the advanced notice of proposed NIemaking. Comments 
addressing other relevant issues were also invited. The questions posed in the advanced 
notice of proposed NIemaking were: 

(1) From what risks or events might a customer of a private certif)iliSJ agent require 
reasonable security? 

(2) What are the financial insirument{s) that could provide the reasonable S8CU'IIr 10 
protect customers from these events? 
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(3) What dollar amounts of security would give reasonable protection to a customer 
of a private certifying agent? 
(4) What are the financial costs to private certifiers, especially small certifiers, of 
providing reasonable security? 

(5) Do the risks or events provided in response to question #1 necessarily require 
financial compensation? 

(6) Are there Situations in which reasonable security is not needed? 
Following analysis of the comments received, we will publish a proposed rule on 
reasonable security in the Federal Register. The public will again be invited to submit 
comments. The proposed rule will include the proposed regulation, an explanation of 
the deciSion-making process, an analysis of the costs and benefits, the effects on 
small businesses, and an estimate of the paperwork burden imposed by the 
regulation. 

(12) Use of Identifying Mark. We have amended section 205.501(b)(2) to clarify that all 
certifying agents (private and State) certifying production or handling operations within a 
State with more restrictive requirements, approved by the Secretary, shall require 
compliance with such requirements as a condition of use of their identifying mark by such 
operations. Numerous commenters stated that they wanted USDA to permit higher 
production standards by private certifying agents. See also item 17 under Accreditation -
Changes Requested But Not Made. This amendment is intended to further clarify our 
position that no certifying agent (Stale or private) may establish or require compliance with 
its own organic standardS. It is an SOP, not a Slate certifying agent, that receives approval 
from the Secretary for more restrictive requirements. See also item 7 under Accreditation -
Clarifications. 

(13) Transfer of Records. To address the issues of a merger, sale, or other transfer of 
ownership, we have added the following to the end of section 205.501 (c)(3); "Provided, That, 
such transfer shall not apply to a merger, sale, or other transfer of ownership of a certifying 
agent." Commenlers suggested amending section 205.501 (c)(3) 10 provide for the transfer of 
records accumulated from the time of accreditation to the Administrator or his or her 
deSignee, another accredited certifying agent, or an SOP's governing State official in a State 
where such official exists. It was also stated that this section needs to take into account a 
certifying agent's deciSion to merge or transfer accounts to another certifying agent in the 
case of loss of accreditation. Under the NOP, should a certifying agent dissolve or lose its 
accreditation, its certified operations will be free to seek certification with the accredited 
certifying agent of their choice. Accordingly, it would be inappropriate to automatically 
transfer an operation's records to another certifying agent as requested by the commenters. 
However, in analyzing the comments, we realized that a provision was needed for a merger, 
sale, or other transfer of ownership of a certifying agent; thus, the amendment to section 
205.501 (c)(3). Section 205.505(b)(3) has been amended to make its language consistent 
with the changes to section 205.501 (c)(3). 

(14) Fees for Information. We have amended section 205.504(b)(5) by inserting "including 
any fees to be assessed" after the word, "used," This change is made in response to the 
question of whether fees may be charged for making information available to the public. It is 
our intent that certifying agents may charge reasonable fees for document search time, 
duplication, and, when applicable, review costs. We antiCipate that review costs will most 
likely be incurred when the information requested is located within documents which may 
contain confidential business information. 
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(15) Inforrna!lon AyJj!able to the Public. We have amended section 205.504(b)(S)(ii) by 
adding products produced to the information to be released to the pubic. This addition 
responds in an alternate way to commenters who wanted the information included on 
certificates of organic operation. That request was denied; see item 4, Changes Requested 
But Not Made, under subpart E, Certification. This addition is consistent with ISO Guide 81. 

(16) Equivalency of Certification Decisions and Statement of Agreement. We have am&Ildad 
sections 205.501 (a)(12) (redesignated as 205.501(a)(13» and 205.505(a)(1) by deleting the 
words, "USDA accred"rIed" and "as equivalent to its own,' and adding to the end theleof: 
"accredited or acceptecl by USDA pursuant to section 205.500." We have made tbks 
amendment to clarify that the provision applies to certification decisions by domestic 
certifying agents as well as foreign certifying agents accredited or accepted by USDA 
pursuant to section 205.500. 

There were many comments in support of section 205.501(a)(12) as written. ttc:I\tJeWr some 
did not agree that certifying agents should have to recognize another agent's decision as 
equivalent to their own. These commenters want to maintain the right and abIIty not to usa 
their seal on a product that does not meet their standards. The most SbOi'lgly wiced 
comment stated: "delete section 205.501 (a)(12) and section 205.505(a)(1). The 
requirements constitute a "taking" In violation of the F"1fIh Amendment end are unnecessary 
to accomplish the goal of establishing a consistent standard and facilitating trade.' 

We do not concur with the commenters who want to change sections 205.501(8)(12) and 
205.505(a)(1). We also do not agree with the comment that sections 205.501(a)(12) and 
205.505(a)(1) constitute a taking in violation of the FIfth Amendment end are UllIl8C8ssary to 
accomplish the goal of establishing a consistent standard and facllitalillg trade. We b .I.ve 
that, to accomplish the goat of establishing a consistent stanclanl and to facilitate trade. I is 
vital that an accredited certifying agent accept the certification decisions made by anoIt.
certifying agent acaedited or accepted by USDA pursuant to section 205.500. AI domestic 
organic production and handling operations, unless exempted or excluded UIIdar seclion 
205.101, must be certified to these national standards and, when applicable. any StaI8 
standards approved by the Seaetery. AI domestic certified opeIalIoos must be certified by a 
certifying agent acc:redited by the Administrator. No USDA-ac:cnldlted cartiIying agent, 
domestic or foreign, may estabrlsh or require compliance with its own organic standard$. 
Certifying agents are not required to have an identifying mark for usa UIIdar the NOP. 
However, if a certifying agent is going to us. an identifying mark UIIdar the NOP. the usa d 
such mark must be voluntary and availabla to eR of the certifying agent's clients certified 
under the NOP. Acx:ordingIy, we have not changed the requirement that a cartiIying agent 
accept the certification decisions made by another USDA-ac:credIted cerIiI'ying agent. We 
hav., however, as noted above, amended both sections to require that USDA-acaeditecl 
certifying agents accept the certification decisions made by another certifying agent 
acc:redited or accepted by USDA pursuant to section 205.500. 

(17) Granting Accreditation. We have made editorial changes to sedion 205.508 COIIlIiIlenI 
with the suggestion that we replace 'approval of ac:aeditallon" with "gIa.1iI1g d 
accreditation." In the tiUe to section 205.508, we have replaced "Approval d"with "Granlillg'
In section 205.506(a), we have replaced 'approved" with "granted,. and in section 
205.506(b), we have replaced "approvar with "the grantlng'- We have made these change 
because, under the NOP, we grant accredlatton rather then approve acaeditalloo"l. 

(18) Correction of Minor NoncompIjanceJ. We have added 8 new section 205.508(b)(3) 
providing thet the notification granting accreditation wIB state any terms and conditions for 
the correction of minor noncompliances. Commenters requested the addltion of language 10 
secIion 205.506(b) which would clarity that the Administlator may accrecrlt with required 
corrective actions for minor noncompliances. In the proposed rule, we addressed 
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accreditation subject to the correction of minor noncompliances at section 20S.S10(a)(3). We 
agree with commenters that, for the purposes of clarity, this issue should also be addressed 
in section 20S.506 on the granting of accreditation. Accordingly, we have added new section 
20S.506(b)(3) as noted above. We have also retained the provisions of section 
205.510(a)(3), which requires certifying agents to annually report on actions taken to satisfy 
any terms and conditions addressed in the most recent notification of accreditation or nolice 
of renewal of accreditation. Section 20S.S06(b)(3) has been redesignated as section 
20S.506(b)(4). 

(19) Denial of Accreditation. We have amended section 205.507 to include noncompliance 
and resolution provisions originally included by cross-reference to section 205.665(a). This 
cross-reference created confusion for commenlers, regarding section 20S.665's applicability 
to applicants for accreditation because the section does not specifically address applicants. 
Rather than specifically identifying applicants within section 20S.66S, we believe the issue is 
best clarified by addressing noncompliance and resolution within section 205.507. As 
amended, section 205.507 now states in paragraph (a) that the written notification of 
noncompliance must describe each noncompliance, the facts on which the notification is 
based, and the date by which the applicant must rebut or correct each noncompliance and 
submit supporting documentation of each such correction when correction Is possible. This 
rewrite of paragraph (a) also enabled us to eliminate paragraph (b) since its provisions are 
addressed in amended paragraph (a). The section also provides, at new paragraph (b), that 
when each noncompliance has been resolved, the Program Manager will send the applicant 
a written notification of noncompliance resolution and proceed with further processing of the 
application. We have also clarified the applicants appeal rights by adding "or appeal the 
denial of accreditation in accordance with section 205.661 by the date specified in the 
notification of accreditation denial" to the end of paragraph (c). 

(20) Reinstatement of Accreditation. We have amended section 205.507{d) by removing the 
requirement that a certifying agent that has had its accreditation suspended reapply for 
accreditation in accordance with section 205.502. In its place, we provide that the certifying 
agent may request reinstatement of its accreditation. Such request may be submitted at any 
time unless otherwise stated in the notification of suspension. Amended section 20S.507(d) 
also provides that the certifying agent's request must be accompanied by evidence 
demonstrating correction of each noncompliance and corrective actions taken to comply with 
and remain in compliance with the Act and the regulations in this part. We have made this 
change because unlike revocation, suspension does not terminate a certifying agenfs 
accreditation. Accordingly, requiring a new application for accreditation is unnecessary and 
burdensome on the certifying agent. This change is consistent with changes to sections 
205.662{f) and 205.665(g)(1), which were made based on comments received on section 
205.662{f). 

(21) Ineligible for accreditation. We have amended section 205.507(d) by deleting ·private 
entity" from the third sentence. The amended sentence provides that "A certifying agent 
whose accreditation is revoked will be ineligible for accreditation for a period of not less than 
3 years following the date of such determination." Several commenters recommended 
deletion of "private entity" so that private certifying agents would be regulated on an 
equivalent basis with State certifying agents. It is our intent to regulate private and State 
certifying agents on an equivalent basis. Accordingly, we made the recommended change. 

(22) Peer Review. We have amended section 205.509. As amended, the section requires 
that the Administrator establish a peer review panel pursuant to FACA (5 U.S.C. App. 2 et 
~.). The peer review panel will be composed of not less than 3 members who will annually 
evaluate the NOP's adherence to the accreditation procedures in subpart F of these 
regulations and ISOIlEC Guide 61, General requirements for assessment and accreditation 
of certification/registration bodies, and the NOP's accreditation decisions. This will be 
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accomplished through the review of ac:cnJdi1atlon procedures, doa.ment review and site 
evaluation reports, and accreditation decision documents and documentation. The peer 
review panel win report its finding, in writing, to the NOP's Program Manager. We developed 
this approach to peer review as a means of addressing the suggestions of the c:omrnenIer$ 
and the need for adminisbalion of an effedive and timely acaeditation progI_lI. 

Many commenters wanted the opening language in the first sentence of section 205.509 
changed from "The Administrator may" to the "The Administrator shalr estabIsh a peer 
review panel to assist in evaluating apprrcants for acaeditation, amendment to an 
accreditation, and renewal of accreditation as certifying agents. One of the most fnIquent 
comments, including a comment by the NOSB, was that peer reviewers should be 
compensated for their time and expenses. Many commenters berHMI also that the peer 
review process should be coUaborative. Some commenters who 'N8nted this change 
recognized that a coUaborative process where confidential information was shared c:oukI run 
into problems because FACA (P.L 92-463, S U.S.C. App.) meetings are open to the public 
They advised creating a FACA panel but rastricling public access during discussion of 
confidential business information based on 5 U.S.C. Section 522b(c)(4) of the Government 
in the Sunshine Act 

As requested, amended section 205.509 requires the formation of a peer review panel. Also 
as requested, peer reviewers, who will serve as a FACA committee, will be fBimlxned for 
their travel and per diem expensas. The reviewers win also WOlfe coIIabOlaliwely. We have 
not. however. provided for collaborative review of each applicant for aca&ditalkwl by the 
peer review panel because of the edministralive burden that an outside collaborative review 
process would place on the NOP. Currently. there are 36 private and 13 Stale certifying 
agencies. It is, therefore, likely that USDA will receive approximately 50 applicetions for 
accreditation the first year of the program. Given the need to make aca &ditation decisions in 
a timely, organized fashion, It would be infeasible to convene a panel of peers far each 
applicent for accreditation prior to rendering a decision on aca editation. I towever, as noted 
above, we have provided that a peer review panel wi. annually evaJuate the NOP's 
adherence to the acaeditation procedures in subpart F of these regulations and ISOIIEC 
Guide 61, General requirements for assessment and acaeditation of certlficallorlln.gisb81kw1 
bodies, and validate the NOP's accreditation decision$. 

We have also amended cummt section 205.S10(c)(3) by removing the lafenJnce to repoI1s 
submitted by a peer review panel to make that section consistent with the rewrite of sectiOn 
205.509. 

(23) Expiration of accreditation. We have edded a new sectiOn 205.S10(c)(1) whic::h pnMdea 
that the Administrator shall send the acaedited certifying agent a notice of pending 
expiration of acaeditation approximately 1 year prior to the sdIeduIed date of exp/I81i0". A 
commenter suggested USDA notificeIion of certifying agents at least 1 year prior to the 
scheduled expiration of aca&ditalkwl. We have mede the suggested change because we 
believe notification about 1 year prior to expiration will facirllate the timely receipt of 
applications for renewal. We have redesignated sections 205.S10(c)(1) and 205.S10(c)(2) as 
205.S10(c)(2) and 205.510(c)(3), respectively. 

(24) Amendments to AcqecIItafioo. We have added a new section 205.510(f) to provide that 
an amendment to an accreditation may be requested at any time. The appration for 
amendment must be sent to the Administrator and must contain information applicable to the 
requested change in acaeditation. The appIicetion for amendment musl atso contain a 
complete and accurate update of the information subrnilted in ac:cordance with secIon 
205.503, Applicant information; and section 205.504, Evidance of expertise and ability. The 
applicent must also submit the applicable fees required in section 205.640. We have edded 
this new section because we agree with the commenter who expressed concern that the 
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regulations were not clear regarding amendments to accreditation. This addition is 
consistent with section 205.510(a)(2) which allows certifying agents to request amendment 
of their accreditation as part of their annual report to the Administrator. 
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Accreditation· Changes Requested But Not llade 
This subpart retains from the proposed rule, regulations on which we recaived COIIIII8nIs as 
foUows: 
(1) Accreditation by USDA. A commenter stated that ISOIIEC Guide 61 spedIIas, but the 
proposed rule did not specify, the requirements for USDA to assess and acx:redit certifyillg 
agents. The commenter questioned USDA's acceptance intemationaly as a competent 
accreditation bodY. A few commenters requested that USDA provide certifying agents with 
assurance of international trade ac:ceptanc:e of the USDA's ac:aedIIation progIam prior to 
implementation of the final rule. We do not believe that it is necessary to include in these 
regulations detaHed procedures by which USDA will operate Its acaeditation pcogram. 
USDA has developed its accreditation and certification programs with the intent that 1hey 
meet or exceed international guidelines. Every country win make Its own decision regading 
acceptance of this accreditation program. Accordingly, while we do not anticipate problems 
with acceptance of our accreditation program, we cannot provide assurance agaI'Ist 
problems as requested by the commenters. 

(2) Eoujya!ency at the European Communj!;y (EC) Level. A cornmenter requested 
confinnation that an equivalency agreement would be negotiated at the EC level siIce the 
EC legislation provides for the basic rules while accreditation of certifying agents is a task for 
each member state. Another commenter pointed out that because SwItze.1and has the same 
regulations as the EC, equivalancy would have to be dona in close coordination with the EC. 
The commenter went on to say that according to Swiss and European pnICIica. not only the 
organic product. but also the bodies involved will be mutually accepted. This COIl In._ also 
stated that, due to Swiss import provisions, brokers must be subjeCt to a oarIain COIlbal. 
Equivalency will be negotiated between the United States and the foreign government 
authority seeking the equivalency agreement. 

(3) Period of AcqIditation. It was suggested that acaeditatlon should be for a 4-ye. period 
with ful reevaluation occurring once every 4 years and annual sur. alliance visits in the 
intervening years. We do not concur with changing the period of accredilation from 5 years 
to ... years as suggested. The 5-year period that we have provided that acaecll lion Is 
consistant with the Act. which provides that accreditation shal be for a period or not to 
exceed 5 years. The commenter claims that the international norm Is for full88'tali alioos to 
take place once every ... years with annual survaHlence visits in the inIeMtning years. ISO 
Guide 61, section 3.5.1, provides thai the ac:crediIaUon body shall have an established 
documented program, consistant with the 8CC1t1ditation granted, for carrying out periodic 
surveillance and reassessment aI sufficiently close Intervals to verify that its acaecited body 
continues to comply with the accreditation requirements. We believe that accreditation for 5 
years is a reasonable period of time. Further. we beleve that. 5-year period or acaedilaliun 
is consistent with ISO Guide 61 inasmuch as we require an annual evaluation or the 
certificatioI, program; annual review of persons associated with the cerIIficaIIon pRIC8SS. 
including inspectors; annual reporting with a complete and ac:curallt update or information 
requiled for ac:aedIIation; and one or more site evaluations during the period or acaedilalioA 
in addition to the initial site evaluation for the period or accreditation. AcCOIci,lIgly, we have 
not mede the recommended change. 

(4) AcaedilaUon by Prlvate-Sactor AcqediIation Bodies. Numerous COlli 1181 ,181 •• _1Ied 
language added to section 205.5OO(c) that would allow private sedor ac:crediIation bodies to 
accredit foreign certifying agents. For example, several cornman .... suggested adding • 
provision reading as foIows: "The foreign certifying agent Is aceredlted by a private 
accreditation bodY recognized by the USDA as dafined by an equivalency agleemenl 
negotiated between the USDA and the accreditation body." Con.' ....... also W8111ed us to 
amend section 205.502(8) to recognize accreditation by privata accrecfrtation programs. 
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USDA is the accrediting body for all accreditations under the Nap. USDA will not recognize 
nongovernmental accrediting bodies. USDA will recognize foreign certifying agents 
accredited by a foreign government authority when USDA determines that the foreign 
governmenrs standards meet the requirements of the Nap or when an equivalency 
agreement has been negotiated between the United States and a foreign government. 

(5) Requirements for Accreditation. Some commenters requested more specificity in the 
requirements for accreditation. For example. one recommended that section 205.501(a)(1) 
should include the requirement that inspectors demonstrate completion of a specified 
training program or intemship or ongoing education andlor licensing. Another commenter 
wanted baseline criteria for denying an application due to expertise. Still others wanted a 
definition for (1) "experience and training pertaining to organic/sustainable agricultural 
methods and their implementation on farm or in processing facilities," (2) "trained certifying 
agent personnel." and (3) "reasonable time." Finally. one wanted recordkeeping and 
evaluative parameters. AMS does not believe that It is necessary to present the 
requirements for accreditation to the extent of detail requested by the commenters. The 
intent is to provide flexibility to the certifying agents such that they can tailor their policies 
and procedures to the nature and scope of their operation. The Nap is available to respond 
to questions and to assist certifying agents in complying with the requirements for 
accreditation. 

(6) Volunteer Board Members. Some commenters suggested amending section 
205.501 (a)(5) to include a reference to committees and to expand "sufficient expertise" to 
'sufficient balance of interests and expertise." The commenters proposed the amendment to 
create a firewall between those persons involved in declsion-making and the volunteer board 
members. However. the purpose of section 205.501 (a)(5) Is to ensure that the persons used 
by the certifying agent to assume inspection. analYSiS, and decision-making responsibilities 
have sufficient expertise In organic production or handling techniques to successfully 
perform the duties assigned. Therefore. we have not made the suggested changes. Conflict 
of interest guidelines are found at section 205.501{a){11). 

(7) Confidentialltv. A commenter stated that Texas law prevents the Texas Department of 
Agriculture from guaranteeing confidentiality to Its Clients. Accordingly, the commenter 
requested that section 205.501(a)(10) be amended by adding to the end thereof: ·or as 
required by State statutes.· We have not made the suggested change because the Act 
requires that the certifying agent maintain strict confidentiality with respect to its clients undar 
the Nap and not disclose any business-related information conceming such client obtained 
while implementing the Act. To be accredited under the Nap, certifying agents must fully 
comply with the requirements of the Act and these regulations. Further, no SOP will be 
approved which does not comply with the Nap. 

(8) Certifying Agent Fees. Several commenters requested that the regulations prohibit 
royalty formulas (I.e., fees from every certified sale) for certifying agent fees. It is not our 
intent to regulate how a certifying agent sets its fees beyond their being reasonable and 
nondiscriminatory. 

(9) Conflicts of Interest. We received numerous comments stating that section 
20S.S01(a){11)(i) was too restrictive and unnecessary due to the provisions of section 
205.501 (a){11)(li) to prevent conflicts of interest. Some argued that these conflict of interest 
provisions are beyond ISO requirements and place an undue burden on membership based 
certifying agents and the entities they serve. They requested a conflict of interest policy 
enabling membership-based certification organizations to continue operating. A commenter 
suggested that section 205.501(a)(11) be amended to require that a certifying agenfs board 
members sign an affidavit listing potential conflicts of interest, identify issues where an 
organization decision might help them personally, and exclude themselves from decision-
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making that would assist them personally. This commenter proposed the amendment for the 
purpose of creating a firewall between those persons Involved in cerIiIicaIion decisioI .. 
making and the volunteer board members. 

We do not believe that the conflict of Interest provisions are too restricllve. These pruvisIons 
are very similar to conflict of interest provisions under other USDA programs involving 
public-private partnerships (e.g., grain inspection). The certII'ying agent and lis responsibly 
connected parties, including volunteer board members, hold positions of influenc::e over the 
certifying agent's employees and persons with whom the certII'ying agent contracIs for such 
services as inspection, sampling, and residue testing. Therefore, we continue to believe that 
avoiding such conflicts of interest Is necessary to meintain the is rtegrity of the orga'Iic 
certification process. 

(10) Con!l!cts of Interest and Prohibition on Certification. A commenIar requested that we 
include an "or" between sections 205.501(aX11)(1) and 205.501(aX11)(ii). We have not 
made tha recommended change because both sections must be complied with; they are not 
mutually exclusive. Section 205.501(a)(11)(i) prohibits the C8i1illcation of an appIieanl when 
the certifying agent or a responsibly connected parIy of such certifying agent has or has held 
a commercial interest in the applicant for certification, including an immediate family IlIl8relt 
or the provision of consulting services, within the 12-month period prior to the aPf*:alion for 
certifICation. When the certifying agent and lis responsibly connected persons are free of." 
conflict of interest involving the applicant for certification, the applicant may be certified If 
qualified. However, section 20S.501(aX11)(d) requireS the certifying agent to exclude." 
person (employees and contractors who do not meet the definition of responsibly 
connected), including COIlbaetors, with conflicts of interest from work, disallsions, and 
decisions in aD stages of the certification process and the monitoring of certified production 
or handling opeialiOils for aD entitles in which such person has or has held a c:ommen:iaI 
interest. including an i"l"ediate family interest or the provision of consulting services, within 
the 12-month period prior to the application for certification. 

(11) Gifts and eontnbufions. Commenters recommended that section 205.501(aX11)(11) be 
amended to allow not-for-profit organizations to acoept gifts and contributions from certIfiad 
ope/alions for those programs not dIrecIIy related to the certII'ying agent's OIgIIIlic: 
certification acIivities. They also wanted it clarified that not-for-proflt 0I'gIIIlizati0n can 
accept voluntary labor from cerIiIied operations for those programs not direc:IIy reIaI8d to the 
certifying agent's organic certificelion activities. We have not made the requested changes. 
Fnt, the acoeptanca of gifts and contributions would constitute _ confIk:t of 'Ifeo'&llt and 
would be contrary to ISO Guide 61. Certifying agents must have the fiJIalieial stabilly and 
resources to perform their certifation duties without relying on gifts and contributions from 
those they serve. Second, we have not added the requested provision on voluntary labor 
because section 205.501 (aX11)(ii1) already addresses the acoeptance of voluntary labor by 
not-for-proflt organizations from certified operations. 

(12) ContIjcts of Interest - DetermjOation Period. Cornmenters waited to iI"Ic:r88M the COIdIIct 
datermlnation period from 12 months to 24 months. Some also wanted the period to extencI 
for 2 years after, with the exception of those who have left the employ of the c:ertifyIng agent 
or are no longer under contract with the c:ertifyIng agent. 

We disagree with the recommendaIIons caUing for _longer precet1iI'icaIi COIdIIct of ii_est 
prohibition period. We continue to believe that 12 months Is • sufficIant pe/Iod to enstn that 
any previous commercial interest would not create a conftict of • iIIiinIIt situation for two 
reasons. First, this time period Is consistent with similar provisions ga.erning c:onfIk:ts of 
interest for govemment employees. Second, section 205.501(a)(11)(v) requires the 
completion of an annual conflict of interest disclosure report by aD personnel designated to 
be used in the certification operation, including adminislrative staff, ce('Jfalion inspectors, 
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members of any certification review and program evaluation committees, contractors, and all 
parties responsibly connected to the certification operation. This requirement will assist 
certifying agents in complying with the requirements to prevent conflicts of interest. We also 
continue to believe that a longer prohibition period would have the effect of severely 
curtailing most certifying agents' ability to comply with the Act's requirement that they empioy 
persons with sufficient expertise to implement the applicable certification program. 
Accordingly, we have not made the recommended change. 

The change recommended by the commenters who requested that the conflict of interest 
determination period extend for 2 years after certification is unnecessary. Certifying agents 
and their responsibly connected parties, employees, inspectors, contractors, and other 
personnel are prohibited from engaging in activities or associations at any time during their 
affiliation with the certifying agent which would result in a conflict of interest. While 
associated with the certifying agent, all employees, inspectors, contractors, and other 
personnel are expected to disclose to the certifying agent any offer of employment they have 
received and not immediately refused. They are also expected to disclose any employment 
they are seeking and any arrangement they have concerning future employment with an 
applicant for certification or a certified operation. The certifying agent would then have to 
exclude that person from work, discussions, and decisions in all stages of the certification or 
monitoring of the operation making the employment offer. If a certifying agent or a 
responsibly connected party of the certifying agent has received and not immediately 
refused an offer of employment, is seeking employment, or has an arrangement concerning 
future employment with an applicant for certification, the certifying agent may not accept or 
process the application. Further, certifying agents and responsibly connected parties may 
not seek employment or have an arrangement concerning future employment with an 
operation certified by the certifying agent while associated with that certifying agent. 
Certifying agents and responsibly connected parties must sever their association with the 
certifying agent when such person does not immediately refuse an offer of employment from 
a certified operation. Accordingly, we have decided not to Include a postcertification 
prohibition period in this final rule. 

(13) False and Misleading Claims. A commenter asked who will determine what is a 
misleading claim about the nature or qualities of products labeled as organically produced. 
This same commenter recommended amending section 205.501(a)(13) by removing the 
prohibition against making false or misleading claims about the nature or qualities of 
products labeled as organically produced. 

We disagree with this recommendation. Claims regarding accreditation status, the USDA 
accreditation program for certifying agents, and the nature and quality of products labeled as 
organically produced all fall under the authority of the Act. Accordingly, USDA will determine 
what is a misleading claim. We believe that the requirements are needed to prevent the 
dissemination of inaccurate or misleading information to consumers about organically 
produced products. We further believe that the change suggested by the commenter would 
undermine the goal of a uniform NOP by allowing certifying agents to make claims that 
would state or imply that organic products produced by operations that they certify are 

. superior to those of operations certified by other certifying agents. These requirements 
would not prohibit certifying agents from sharing factual information with consumers, 
farmers, processors, and other interested parties regarding verifiable attributes of organic 
food and organic production systems. Accordingly, we have not made the recommended 
change to what is now section 205.501 (a)(14). 

(14) Certifving Agent Compliance With Terms and Conditjons Deemed Necessary. A 
commenter recommended that we remove section 205.501(a)(17). This section requires that 
certifying agents comply with and implement other terms and conditions deemed necessary 
by the Secretary. This requirement is consistent with section 6515(d)(2) of the Act, which 
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requires a certifying agent to enter into an agreement with !he Seaetary under' which such 
agent shaD agree to such other terms and condltIons as !he Seaetaly detenllines 
appropriate. Accordingly. we have not accepted !he commenter's recommendation. This 
requiremant is located at current section 205.501(a)(21). 

(15) Limjtstions on !he Use of Certifyjoa Agent', Marks. Numerous COII.'18I1tets stated that 
!hey wanted USDA to permit higher production standards by private certifying agents. A 
common argument for anowing highsr standards was that practitioners must be aile wed to 
"raise !he bar" through superior ecological on-farm praclic:es or pursuit of other social and 
ecological goals. Some commanters recommended that !he language in section 
205.501(b)(2) be replaced with provisions that would alow certifying &gants to issue 
licensing agreements with COIlbac:t specifications that cIeaIty astabrlSh conditions for use of 
!he certifying agents identifying mark. 

We beHeve!he positions advocated by the commentars are Inconsistent with section 6501(2) 
of !he Act. which provides that a stated purpose of !he Act is to assure consumers that 
organically produced products meet a consistent national standard. We belMMt that, to 
accompUsh the goal of estabrlShing a consistent standard and to fadlilate tnIde. It is vital that 
an accredited certifying agent accept !he certification decisions made by another certifying 
agent accrecflted or accepted by USDA pursuant to section 205.500. AI organiC production 
and handling operations. unless exempted or excluded under section 205.101 or not 
regulated under !he NOP (i.e .• a producer of dog food). must be certified to these national 
standards and. when appHcable. any Stela standards approved by !he Secretaly. AI certified 
operations must be certified by a certifying agent aCCAldited by !he AdmirMaIDr. No 
accredited certifying agent may estabUsh or require compUance with Its own organiC 
standards. ACCAIdited certifying agants may estabUsh other standards outside of the NOP. 
They may not. however. refer to tham as organic standards nor require that applicants for 
certification under tha NOP or operations certified under !he NOP comply with such 
standards as a requirement for certification under !he NOP. Use of the cerIifying agell'" 
identifying mark must be voluntary and available to an of Its dents certIIIed under the HOP. 
However. a cerIifying agant may withdraw a certified operation's auIhorily to use Its 
identifying mark during a compliance process. The certifying agent, hor ...... accepts fUll 
liability for any such action. 

The national standards implemented by this final rule can be amended as nelded to 
establish more rastridIve national standards. Anyone may request that a provision of these 
regulations be amended by submitting a request to !he HOP Program Manager or the 
Chairperson of the NOSB. Requests for amendments submitted to the NOP P"lgJam 
Manager wit be forwarded to tha NOSB for its consideration. The NOSB wiI COIISIder !he 
requested amendments and make Its recommandatIons to the Adminisbau. 'M1an 
appropriate, !he NOP will conduct rulemaking on !he recommended amendment. Such 
rulemaking will Include an opportunity for public comment 

(16) Evidence of ExpertIse and Ability. A COI,ml8lltar stated that section 205.504, which 
addresses tha documentation necessery to establish evidence of upertise and abilities, 
requires too much paperwork.. We believe !he amount of paperwork Is apptOpIiale for !he 
task at hand. verifying a cerIifying agents expertise in and eIiglbIIity for acaedllalion to 
certify organic production and handling operations to tha NOP. We further bBIBue that the 
level of papelWOrk is necessary to meet intemational guidelines for c:letermtning whether an 
applicant is qualified for 6caedilalion as a certifying agant. 

(17) Procedures for Making Information Avalable to the PublIc. Comments on section 
205.504(b)(5) were mixed. Some commanters fell that the proposal fell short of !he OFPA 
requirement to 'Provide for public access to certification documents and lab analysis.
Others thought that too much confidantial imlilialioo would be released. 
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The Act requires public access, at section 2107(a)(9), to certification documents and 
laboratory analyses pertaining to certification. Accordingly, we disagree with those 
commenters who requested that such documents not be released to the public. We also 
disagree with the commenters who contend that the requirement for public disclosure falls 
short of what is required by the Act. Section 205.504(b)(5) meets the requirements of the Act 
by requiring the release of those documents cited in section 2107(a)(9) of the Act. The 
section also authorizes the release of other business information as authorized in writing by 
the producer or handler. 

(18) Accreditation Prior to Site Evaluation. Numerous commenters recommended that we 
require site visits prior to accreditation. Some commenters cited ISO Guide 61, section 2.3.1, 
in their arguments for site visits prior to accreditation. ISO Guide 61, section 2.3.1., provides 
that the decision on whether to accredit a body shall be made on the basis of the information 
gathered during the accreditation process and any other relevant information. Section 3.3.2 
of ISO Guide 61 provides that the accreditation body shall witness fully the on· site activities 
of one or more assessments or audits conducted by an applicant body before an initial 
accreditation is granted. 

We do not concur with the commenters. These regulations provide for assessment of the 
applicant's qualifications and capabilities through a rigorous review of the application and 
supporting documentation. FollOWing this review, an initial site evaluation shall be conducted 
before or within a reasonable period of time after issuance of the applicant's "notification of 
accreditation." In cases where the document review raises concerns regarding the 
applicant's qualifications and capabilities and the Administrator deems it necessary, a 
preapproval site evaluation will be conducted. We have further provided that a site 
evaluation shall be conducted after application for renewal of accreditation but prior to 
renewal of accreditation. 

Our purpose in allowing for initial accreditation prior to a site evaluation is to facilitate 
implementation of the NOP and to provide a means for newly established certifying agents to 
obtain a client base to demonstrate that they can meet the requirements of the NOP 
regulations. We believe this is consistent with the intent of ISO Guide 61, section 2.3.1. and 
fits within its "and any other relevant information" provision. Accordingly, we restate our 
poSition that accreditation approval without a site evaluation is appropriate, necessary in the 
case of established certifying agents that may need to make adjustments in their operations 
to comply with the NOP regulations, and necessary in the case of newly established 
certifying agents who will have to obtain a client base to demonstrate beyond the paperwork 
that they can meet the requirements of the NOP regulations. 

(19) Ineligibility After Revocation of Accreditation. Section 205.507(d) provides that a 
certifying agent whose accreditation is revoked will be ineligible for accreditation for a period 
of not less than 3 years following the date of such determination. A commenter stated that 
the 3-year period of ineligibility is overly long and effectively puts the certifying agent out of 
business. The commenter suggested that a 6· to 12·month period might be reasonable. We 
have not accepted the suggested 6- to 12·month ineligibility period because the Act requires 
a period of ineligibility of not less than 3 years following revocation of accreditation. 

(20) Qualifications of the Site Evaluator. A commenter recommended amending section 
205.508(a) to indicate the required qualifications of the site evaluator. We have not accepted 
the recommendation. We do not believe that it is necessary to specify the required 
qualifications of site evaluators in these regulations. All USDA employees who will perform 
site evaluations under the NOP are quality systems auditors trained in accordance with 
internationally recognized protocols. 
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(21) Complaint ProceS§. A commenter recommended that sectiOn 205.510 Indude a 
complaint process for complaints by c:ertifiad operations regarding the perfonnance of a 
certifying agent or inspector. The commanter also recommandad that section 205.510 
Include a complaint process for the public should they feel that a certifying agent is not in 
compliance. 

We do not believe that it is necessary to Include a complaint process In the I8CI' 1IaIioI1S. AI 
Interested parties are fnte to file a complaint with an acaadited certifying agent, SOPs 
governing State official, or the Administrator at any time. We will provide guidance to 
accradited certifying agents and SOP's governing State officials teg8lding the t,pe of 
Information to gather when receiving a complaint SOP's governing State officials wiIIlndude 
In their request for approval of their SOP information on their collection of complaint 
information. Certifying agents will include details regarding the coIIecIion of complaint 
Information and the investigation of complaints Involving ceriifIed opei atioI'IS in their 
procedlRS for reviewing and investigating certifIad operation compIance (seclion 
205.504(b){2». This will include maintaining records of complaints and remedial actions 
relative to certification as wen as documentation of follow-up actions. Further, certifying 
agents will Include deteils regarding the coIlecIion of complaint IIlformation and the 
invastigation of complaints involving inspectors and other personnel ~ by or 
contracted by the certifying agents In their policies and procedlRS for training, evaluating, 
and supervising personnel (sectiOn 205.504{a)(1». 

(22) Recordkeeping by Certifying Agents. A commanter staled that the 10-,..
recordkeeplng requirement of section 205.51O(b)(2) for records aeatad by the certifying 
agent regarding applieauls for certiration and certified operalior'IS Is excessive. The 
commenter recommended a 5-year retention period. We have not accepted the 
recommandad 5-year records retention period for records creatad by the certifying agent 
regarding applicants for c:ertification and certifIad operations because the Ad requires the 
retention of such records for 10 years. 

(23) Reacaedita!!on. A commenter recommended that sectiOn 205.510(c)(1) be amended to 
require reaccreditation eYelY 3 years. We have provided that acaedltalion wiI be for a 
period of 5 years. This is consistent with the Act whictl provides that acaadilalion shall be 
for a period of not to exceed 5 years. The commanter believes that a 5-year period Is not 
consistent with ISO Guide 61, section 3.5.1, which provides that the 8CCI'aditeIion body shall 
have an established documented program, consistent with the acaadltalion granI8d. for 
carrying out periodic survaillance and reassessment at sufficiently dote inIIIfvaIS to verify 
that Its acaadited body continues to comply with the accreditation requirements. We bel ..... 
that accreditation for 5 years is a reasonable period of time. Further, we bel ..... that a s-y ... 
period of accreditation Is consistent with ISO Guide 61 inasmuch as we require an amuaI 
evaluation of the certification program; annual review of persons auoc:i8I8d with the 
certification process, including inspectors; annual reporting with a complete and ac:anIIt 
update of information required for acaecfdation; and one or mora lite evaluations during the 
period of accrediIation In addition to the initial site evaluation for the period of 8CICi adilalion. 
Accordingly, we have not made the recommandad change. This requirement is located at 
current section 205.510(e)(2). 

(24) Notice of Renewal o(Accredjtatign. A commanterrecommendedthatllllCliOn 205.510(d) 
be amended to Include a timatrama within whictl the Administrator must notify an applcalll 
of Its renewal of accreditation. We believe that a mandatad timaframe for notifying the 
applicant of renewal of accraditation is inappropriate. We plan to process aI appIk:ations for 
renewal of eccredItation in the order In which they are received. to COIlfIi ii, the rec:aipt of 
each application, and to establish a d"1S1og with the applicant upon confirmation of receipt of 
an application for renewal of accreditation. The length or the renewal process will depend In 
large part on the nature of lila operation seeking renewal of accrecfdation. To minimize the 
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chances that an accreditation will expire during the renewal process, we have: (1) provided 
that the Administrator shall send the accredited certifying agent a notice of pending 
expiration of accreditation approximately 1 year before the date of expiration of the certifying 
agent's accreditation, (2) required that an application for renewal of accreditation must be 
received at least 6 months prior to expiration of the certifying agent's accreditation, and (3) 
provided that the accreditation of a certifying agent who makes timely application for renewal 
of accreditation will not expire during the renewal process. Accordingly, we have not made 
the recommended amendment. 

Accreditation - Clarifications 
Clarification is given on the following issues raised by commenters as follows: 
(1) Accreditation of Foreign Certifying Agents. A commenter suggested that section 205.500 
be amended to provide that if there is a government system operating in a foreign country 
then the government is the appropriate pathway for that country to apply for accreditation. 

USDA will accept an application for accreditation to perform certification activities under the 
NOP from any private entity or governmental entity certifying agent and accredit such 
applicant upon proof of qualification for accreditation. USDA will provide for USDA 
accreditation of certifying agents and acceptance of a foreign government's accreditation of 
certifying agent within the same country. This maximizes opportunity for certifying agents 
without the potential for confUSion and over1ap in documentation. Further, we believe these 
requirements facilitate wer1d trade. 

(2) State Approval of Product From Foreign Countries. A commenter stated that any product 
making claims of organic agricultural ingredients to be sold in California shall fall under the 
jurisdiction of the California Organic Program for enforcement, inspection, and certification 
direction. The commenter further stated that, should any foreign certifying agents be 
accepted, they too shall be subject to the sovereign rights of the State of California to protect 
and enforce the laws of the State of California and to protect agricultural claims in this State. 
Any organic program administered by a State will have to be approved by the Secretary. 
Approval of an SOP will be contingent upon the State's agreeing to accept the certification 
decisions made by certifying agents accredited or accepted by USDA pursuant to section 
205.500. 

(3) Equivalency. A commenter stated that USDA should declare in section 205.500 that 
there are no alternative methods of production that meet the Congressional purpose "to 
assure consumers that organically produced products meet a consistent standard." The 
commenter went on to state that, if USDA proceeds with equivalency then the regulations 
should be amended to provide for: (1) no importing until final determination, (2) no final 
determination until Federal Register publication and public comment, (3) audit of foreign 
agency and production sites, and (4) revocation of accreditation for violations. The 
commenter also recommended that foreign certifying agents be reviewed with the same 
frequency as State certifying agents. 

We disagree that there are no alternative methods of production that assure consumers that 
organically produced products meet a conSistent standard. Accordingly, we will negotiate 
equivalency agreements with foreign governments. A final equivalency agreement will be 
required before affected product may be imported into the United States and sold, labeled, 
or represented as organic. Equivalency agreements will be announced to the public through 
a notice in the Federal Register and a news release. Site evaluations are a possibility. 
Foreign certifying agents that receive USDA accreditation, rather than recognition through 
their government, will have to fully comply with the NOP and will be treated the same as 
domestic accredited certifying agents. 
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(4) Evaluation of Equivalency. Commenters asked how equivalency would be evaluated and 
recommended basing equivalency, not on a check of fonnaliliel. but on !he finding or 
substantive equivalence and equivalent effactiveness of certifying syslattw. 

The negotiation of an equivalency agreementwil involve meetings between ... _,tall ... 
of the foreign government seeking equivalency and rapnuentatives or USDA's Agric:uIIuraI 
Marketing Service and Foreign Agricultural Service. Support wi be provided by !he Office or 
the U.S. Trade Representative. The process wi also include the reviaw of documents and 
possibly one or more site evaluations. Equivalency agreements wi be announced to the 
public through a notice in the Federal Register and a news release. 

(S) Treatment of Certjfylna Agents Operating in Mole Than One CounI!y. A few commenta ... 
requested that we amand section 205.500(c:) by adding a provision to clarify the issue or how 
the international ac:tivitIes of foreign or domestic certifying agents will be treated when they 
operate in more than one c:ountly. 

we believe that !he requested provision is unnecesslll)'. Certifying agents. doInesIic and 
foreign, accredited unc:lar the NOP wi be expected to c:ompIy fuRy with the requirements of 
the NOP regardless of where they operate. The only exception would be when they opeIata 
in a country in which the Seaetary has nagotiated an equivatency agreen1ent. 

(6) Acqedjtation of Foreign Certifying Agents. A cornmenter requesIad that we amelld 
section 205.5OO(c:) to exempt foreign applicants from having to be ac:aediled certifying 
agents in USDA's program if the exporting country's national OIgBllic progrem meets 
international standards; e.g .• Codex guidelines. 

We have provided for USDA accreditation of qualified foreign certifying agents upon 
application. We have also provided that USDA wiD accept a foreign certifying agent's 
ac:creditation to certify organic: production or handling operations if It deIarmines, upon !he 
request of a foreign government, that the standards under which !he foreign govemme"t 
authority accredited the foreign certifying agent meet the requirements of this part. we have 
furIher provided that USDA will accept a foreign certifying &gel It's ac:aedIIalion to certify 
organic production or handling operations if the foreign goIIemment 8UIhoriIJ that acc:read 
the foreign certifying agent acted under an equivalency agreemellt negoliatad belIfJeen !he 
United States and the foreign govemmanl These recogn/tions of foreign govenvnant 
progrems, however, do not extend to international standards such 81 Codex guidelines. In 
either case. we are I1!COgnlzing the ability of a foreign govenml8l1l's progIam to meet U.s. 
standards. not soma other international standard. 

(7) States with an Organic Statute. A c:omlll8i .ter staled that • State with an organic SIaIuI8 
or regulations that does not certify organic producers or organic hanclenllhould not have to 
be accredited. 

The NOP requires the Secretary's approval of SOPs whether or nat !he State has • Stata 
certifying agent. A State may have an SOP but not have a State certifying agent. In this CIII8 
the SOP must be approved by !he Secretary. A State may have a State certifying agent but 
no SOP. In this case. the State certifying agent must apply for and receive ac:aedIIation to 
certify organic productiOn or handling operations. Finally. a State may have an SOP and a 
State certifying agenl In this case, the SOP must be appIoved by the Seta .. " and the 
State certifying agent must apply for and receive accreditation to certify organic production 
or handling operations. 

(8) Nondiscriminatory Services. A c:ommenler wanted the addition of a provision in section 
205.501(8) requiring certifying agents to provide nonc:lisc:riminatort services. we have nat 
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induded the suggested addition in this final rule because the provision already exists in 
section 205.50 1 (d). 

(9) Release of Information. A few commenters requested that we amend section 
205.501(a)(10) to include a general exclusion allowing the release of any information with 
the dient's permission. We have not included the suggested addition in this final rule 
because section 205.S04(b)(S)(iv) already addresses the allowed release of other business 
information as permitted in writing by the producer or handler. 

(10) Use of the Term. ·Certified Organic." In commenting on section 205.501 (b)(1), a 
commenter stated that if the term, "certified organic," is included on a label, it must state by 
whom, according to Maine State lew. We do not believe that the requirements of section 
20S.501(b)(1) would preclude a certified operation from complying with a State law requiring 
identification of the certifying agent on a product sold, labeled, or represented as "certified 
organiC." Further, these regulations do not require a certified operation to use the word, 
"certified," on its label. 

(11) Holding the Secretary Harmless. In commenting on the requirements of section 
205.S01(c)(1}, a commenter stated that certifying agents are responsible for representing 
USDA but seem to have no recourse. Another commenter asked, what happens if a 
certifying agent is found in violation of the Act but the violation was due to information or 
direction that came from USDA? 

Under the NOP, accredited certifying agents are required to comply with and carry out the 
requirements of the Act and these regulations. If they fail to do so, they are responsible for 
their actions or failures to act. This would not be true if the action or failure to act was at the 
direction of the Secretary. 

(12) Self-evaluation of Ability to Comply. A commenter requested that section 205.504 be 
amended to provide clarity on the baseline reqUirements that would allow a certifying agent 
to conduct a self-evaluation to determine its ability to comply. The commenter stated that 
there should be some type of baseline acceptance of expertise and ability. The commenter 
wants details regarding the "training" or "experience" requirements necessary to qualify for 
accreditation. This commenter also stated that criteria for inspector and reviewer training 
should be added and enlarged. 

We do not believe that it is necessary to present the requirements for accreditation to the 
extent of detail requested by the commenter. The intent is to provide flexibility to the 
certifying agents such that they can tailor their poliCies and procedures to the nature and 
scope of their operation. The NOP is available to respond to questions and to assist 
certifying agents in complying with the requirements for accreditation. 

(13) Evidence of Expertise and Abiljty. Commenters stated that important elements of ISO 
Guide 6S are missing from section 205.504. They cite the maintenance of a complaints 
register and a register of precedents and provisions for subcontracting and a documents 
control policy or a document register. 

Certifying agents grant certiflC8tion, deny certification, and take enforcement action against a 
certified operation's certification. Certifying agents are required to maintain records 
applicable to all such actions and to report such actions to the Administrator. Certifying 
agents may contract with qualified individuals for the performance of services such as 
inspection, sampling, and residue testing. Certifying agents are raquired to submit personnel 
information (employed and contracted) and administrative policies and procedures to the 
Administrator. All such documents must be updated annually. The regulations also require 
the maintenance of records according to specified retention periods. All of these factors will 
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be considered in granting or denying accreditation. We believe these requiremenIs meet or 
exceed the ISO Guide 65 guidelines. 

(14) personnel Evjdence of ExpertIse. A commenter inquired about the frequency at which 
the personnel information, required by section 205.504(a) and used to establish 8\idence of 
expertise and ability, is to be updated. SectioI. 205.510 requires that the cerIIfying agent 
annually submit a complete and accurate update of the information required in section 
205.504. 

(15) Responsibly Connected. A commenter stated that the term, ",asponsibly c:onnecbId: as 
used in section 205.504(a)(2) is a broad sweep. The commenter believes the term would 
include everyone they do business with. 

Section 205.504(a)(2) requires the certifying agent to provide the name and position 
description of aU personnel to be used in the cerliflcation operation. The section assists the 
certifying agent in meeting the requirement by identifying categories of persons c:overad by 
the requil'8lJlent including persons responsibly connected to the cerIIfying agent. 
Responsibly connected does not Include everyone that the certifying agent does business 
with. Responsibly connected is defined in the Definitions subpart of this fineI rute as "any 
person who is a parIner, officer, director, holder, manager, or owner of 10 pen:ant or mont of 
the voting stock of an appflC8nt or a recipient of certificelion or 8<lCI'ediIatIon." This defi .. llion 
has not changed. 

(16) Independent Ihjrd£arty Inspectors. A commenter rec:ommended amending section 
205.504(a)(3)(I) to provide for the usa of independent third-party inspedors. We bal.",. that 
this recommended amendment is unnecessary since nothing in these regulations precludes 
a certifying agent from contrading with independent third partias for inspedioI. sefYicas. 

(17) Response to Accreditation Applicant. A commenter requested that section 
205.506(a)(3) be amended to provide a tirnefl'8lJla within which the AdmInistrator has to 
respond to the accreditation application. WhIle section 205.506(a)(3) identifies the 
information to be reviewed by the AdminisbalDl prior to the granting of acaedilllliOo1, we 
assume the commenter is seeking a specific time limit by which the AdmInislrator wII 
acknowledge receipt of an application for accreditation. In the aItemaIIve, the COiII .. 8 .. " 
may have been seeking a specific time limit by which the Administrator must grant or deny 
accredilation. We believe that a regulalion-mandated timeframe for notifying the appIIc:a.lt of 
receipt of an application or for granting or denying 8<lCI'ediIatIon is unnecessary. We plan to 
process al applications in the order in which they are received, to confirm the receipt of each 
application upon receipt. and to eslabllsh a dialog with the applicant upon confinnalion of 
receipt of an application for 8<lCI'8ditation. We will work with each applicant to complete the 
acaedilation process as expeditiously as possible. A finn timef.ame, however, carli10t be set 
for granting or denying 8<lCI'ediIatIon due to the anticipated uniqueness of each awfka'" and 
its application for 8<lCI'ediIatIon. 

(18) Duration of Acqeditation and CertIfication. A commenter askad, "How can ceriiIiCaIioIl 
be essentially in perpetuity and 8<lCI'8ditation have a time resbainl?" The COii.' ........ 
question does not indicate a preference for cerIiIication or accreditation longevity. The 
comrnenIar corracIIy points out that cerIiIication and acaedilalion, both of which must be 
updated annually, are granted for different time periods. The Act Imits the period of 
accreditation to 5 years but does not eslablish a limit to the period of certifIcatioIl. We b alave 
the requil'8lJlent that the certified operation submit an annual update of its organic plan 
negates the need for a certification expiration date. 
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(19) Denial of Accreditation. In commenting on section 205.507, a commenter stated that the 
regulations need to address what happens to a certifying agenfs dients when the certifying 
agent fails to qualify for accreditation on its first attempt. 

Section 205.507(c) provides that an applicant who has received written notification of 
accreditation denial may apply for accreditation again at any time in accordance with section 
20S.S02. Upon implementation of the certification requirements of the NOP, production and 
handling operations planning to sell, label, or represent their products as organiC must be 
certified by a USDA-accredited certifying agent before selling, labeling, or representing their 
products as organiC. If a producer's or handier'S choice of certifying agents does not receive 
USDA accreditation, the producer or handler must seek and receive certification under the 
NOP from a USDA-accredited certifying agent before selling, labeling, or representing their 
products as organic. Producers and handlers not so certified may not sell, label, or represent 
their products as organiC. Any producer or handler who violates this requirement will be 
subject to prosecution under section 2120 of the Act. 

(20) Loss of Accreditation After Initial Site Visjt. Commenting on section 20S.508(b), a 
commenter stated the belief that accreditation before a site visit may cause problems if the 
certifying agent does not meet the requirements and, subsequently, loses its accreditation. 
We believe the problems will be no greater than will occur at any other time when it becomes 
necessary to revoke a certifying agenfs accreditation, including when it becomes necessary 
to initiate proceedings to suspend or revoke the certification of one or more of the certifying 
agenfs certified operations. However, just because revocation of a certifying agenfs 
accreditation may be justified, it may not be necessary to suspend or revoke the certification 
of one or more of its dients. An operation certified by a certifying agent that has lost its 
accreditation must make application with a new certifying agent if it is going to continue to 
sell, label, or represent its products as organic. 

(21) Prohibition on Certification After Expjration of Accreditation. A commenter stated that, 
"USDA should allow certifying agents to apply the same provisions to expiration of 
certification of a certified operation." The provision referenced by the commenter is the 
section 20S.S10(c)(1) (current section 205.S10(c)(2» requirement that certifying agents with 
an expired accreditation must not perform certification activities under the Act and these 
regulations. We have not accepted the commente!'s request that the same prohibition be 
applied to production and handling operations with an expired certification because 
certification does not expire. 

(22) Expiration of Accreditation. Many commenters requested that we amend section 
205.S10(c)(1) to require annual reports and "minivisits." The commenters cited ISO Guide 
61, section 3.5.1. We do not believe that annual "minivisits" are necessary to meet the 
requirements of ISO Guide 61 or to assure compliance with the NOP. One or more site 
evaluations will be conducted during the period of accreditation. The certifying agent's 
annual report will be used as a determining factor in whether to conduct a site evaluation. A 
request for amendment to a certifying agenfs area of accreditation will also result in a site 
evaluation. This requirement is located at current section 205.S10(c)(2). 

(23) Update and Review of Inspector Lists. In commenting on section 205.510{c)(1) (current 
section 20S.510{c)(2» several commenters stated that updating and review of inspector lists 
must occur more frequenUy than every S years. They cited ISO Guide 61, section 3.S.1. 
Section 205.510(a)(1) requires that the certifying agent annually update the information 
required in section 205.504. This includes the inspector information required by paragraphs 
205.504(a)(2) and 205.504(a)(3)(I). 
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1. ISOIIEC Guide 65 is available for viewing at USDA-AMS, TranspoJtatiurl and MarteIfng 
Programs, Room 2945-Sou1h BuUding, 14th and Independence Ave., SW, washington, DC, 
from 9:00 a.m. to 4:00 p.m., Monday through Friday (except officia/ Federal hoIidaya). A 
copy may be obtained from the Amerk:an National Standards Institute, 11 West 4211 Sbaet, 
New YOIt<, NY 10036; Website: www.ansi.org; E-mail: ansioniineOansi.org; Telephone: 212-
642-4900; Facsimile: 212-398-0023. 

2. ISOIIEC Guide 61 is available for viewing at USDA-AMS, Transpoctallun and Maikallng 
Programs, Room 2945-Sou1h BuDding, 14th ancllndependence Ave., SW, Washington. DC, 
from 9:00 a.m. to 4:00 p.m., Monday through Friday (except offiCIal Federal hoIidaya). A 
copy may be obtained from the American National Standards Institute, 11 Wast 4211 Sbaet, 
NewYOIt<, NY 10036; Website: www.ansi.org; E-mail: ansionllneOansi.org; Telephone: 212-
642-4900; Facsimile: 212-398-0023. 
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Subpart F - Accreditation of Certifying Agents 

§ 205.500 Areas and duration of accreditation. 
(a) The Administrator shall accredit a qualified domestic or foreign applicant in the areas of 
crops, livestock, wild crops, or handling or any combination thereof to certify a domestic or 
foreign production or handling operation as a certified operation. 

(b) Accreditation shall be for a period of 5 years from the date of approval of accreditation 
pursuant to § 205.506. 

(c) In lieu of accreditation under paragraph (a) of this section, USDA will accept a foreign 
certifying agent's accreditation to certify organic production or handling operations if: 

(1) USDA determines, upon the request of a foreign government, that the standards 
under which the foreign government authority accredited the foreign certifying agent 
meet the requirements of this part; or 

(2) The foreign government authority that accredited the foreign certifying agent 
acted under an equivalency agreement negotiated between the United States and 
the foreign government. 

§ 205.501 General requirements for accreditation. 
(a) A private or governmental entity accredited as a certifying agent under this subpart must: 

(1) Have sufficient expertise in organic production or handling techniques to fully 
comply with and implement the terms and conditions of the organic certification 
program established under the Act and the regulations in this part; 

(2) Demonstrate the ability to fully comply with the requirements for accreditation set 
forth in this subpart; 

(3) Carry out the provisions of the Act and the regulations in this part, including the 
provisions of §§ 205.402 through 205.406 and § 205.670; 

(4) Use a sufficient number of adequately trained personnel, including inspectors and 
certification review personnel, to comply with and implement the organic certification 
program established under the Act and the regulations in subpart E of this part; 

(5) Ensure that its responsibly connected persons, employees, and contractors with 
inspection, analysis, and decision-making responsibilities have sufficient expertise in 
organic production or handling techniques to succassfully perform the duties 
assigned. 

(6) Conduct an annual performance evaluation of all persons who review applications 
for certification, perform on-site inspections, review certification documents, evaluate 
qualifications for certification, make recommendations concerning certification, or 
make certification decisions and implement measures to correct any deficiencies in 
certification services; 

(7) Have an annual program review of its certification activities conducted by the 
certifying agenfs staff, an outside auditor, or a consultant who has expertise to 
conduct such reviews and implement measures to correct any noncompliances with 
the Act and the regulations in this part that are identified in the evaluation; 

(8) Provide sufficient information to persons seeking certification to enable them to 
comply with the applicable requirements of the Act and the regulations in this part; 
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(9) Maintain aU recorda pursuant to § 205.51O(b) and make al such recorda available 
for inspection and copying during normal business hours by authorized 
representatives of !he Seaelary and !he applicable State organic program's 
governing State official; 

(10) Maintain strict confidentiality with respect to lis clients .... !he appic able 
organic CiiII1Ification program and not disdose to !hlrd parties (with !he exception of 
!he Secrelary or !he applicable State organic program's govwning State official or 
their authorized representatives) any business-related infonnatIon concerning any 
client oblained while implementing !he AiIgUIatIons in !his part. except es provided for 
in § 205.504(b)(5); 

(11) Prevent confiicts of interest by: (i) Not certifying a produc:Iion or handl"g 
operetion if !he c:ertifying agent or a responsibly connected party of such certifyi Ig 
agent has or has held a commen:ial interest in !he produdion or handling opeIation, 
including an immediate family interest or !he provision of consuIIIng servk:es, 'Wilt*' 
!he 12-mon1h period prior to !he application for certification; 

(ii) Excluding any person, including COilb8Ctot's, with conflicts of II ilerest from 
work, discussions. and dec:isions in an sIages of !he c:ertifIcation process and 
!he monHoring of certified production or handling opeIalions for aI entities in 
which such person has or has held a commarcial interest, including an 
immediate family interest or !he proviSion of consuIIIng servk:es, 'Wilt*' !he 
12-monIh period prior to !he application for certJfication; 
(Hi) Not permiIIing any employee, inspector. conttactor, or other personnel to 
accept payment. gifts, or favors of any kind. other !han prescribed fees, from 
any business inspected, Except That. a c:ertifying agent that is a not-for-pruftt 
organization with an Internal Revenue Code tax exemption or. in !he cese or a 
foreign certifying agent. a compareble recognition of not-for-pruftt staJus from 
lis government, may accept voluntary labor from certified operationIs; 
(IV) Not giving advice or providing consultancy servIc:es, to C8I1IficatiOn 
applicants or CiiII1Ified opetations. for overcoming idei iblled barriers to 
c:ertifIcation; 
(v) Requiring all persons who review applications for c:ertifIcation, perform on
site inspections, review CiiII1Ification doa.Inenta, eva1uaf8 quaIII'Ic:atIon for 
certification. make recommendations concerning certiflcatioll, or make 
CiiII1Ification decisions and all parties responsibly COl'li'l8dllld to !he certIrying 
agent to complete an annual COitflk:t of interest disclosure Iaport; and 
(vi) Ensuring that !he decision to certify an opeIaIiOt1 is made by a person 
different from Ihosa who conducted !he review or cIocuments and on-site 
inspection. 

(12) (i) Reconsider a certified operetion'a app//eaIIon for certificatiol1 and. if 
necessary, perform a new on-site inspection when It Is deIannined, 'Wilt*' 12 RIOi "'11 
of certifying !he operetion, that any person participating in !he certIIk:aIion process 
and covered under § 205.501(a)(11)(i) has or had a confIk:t or blterest involving !he 
applicant. AD costs auociated with a reconsideretion of application, including onsite 
inspection costs. shall be borne by !he certifying agent 

(II) Refer a certified opeIation to a different accredll8d certifying agent for 
recertification and reimbl.ne !he operetion for !he cost of !he recertIIk:aIion 
when it is determined !hat any person covered under § 205.501(a)(11)(i) at 
Iha time of certJflcation of !he applicant had a confiict of interest involving !he 
applicant. 

(13) Accept Iha certification dedslo!lI made by another c:ertifying agent acaadlted or 
accepted by USDA pursuant to § 205.500; 
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(14) Refrain from making false or misleading claims about its accreditation status, the 
USDA accreditation program for certifying agents, or the nature or qualities of 
products labeled as organically produced; 

(15) Submit to the Administrator a copy of: (i) Any notice of denial of certification 
issued pursuant to § 205.405, notification of noncompliance, notification of 
noncompliance correction, notification of proposed suspension or revocation, and 
notification of suspension or revocation sent pursuant to § 205.662 simultaneously 
with its issuance and 

~ij A list, on January 2 of each year, including the name, address, and 
telephone number of each operation granted certification during the preceding 
year; 

(16) Charge applicants for certification and certified production and handling 
operations only those fees and charges for certification activities that it has filed with 
the Administrator; 

(17) Pay and submit fees to AMS in accordance with § 205.640; 

(18) Provide the inspector, prior to each on-site inspection, with previous on-site 
inspection reports and notify the inspector of its deCision regarding certification of the 
production or handling operation site inspected by the inspector and of any 
requirements for the correction of minor noncompliances; 

(19) Accept all production or handling applications that fall within its area(s) of 
accreditation and certify all qualified applicants, to the extent of its administrative 
capacity to do so without regard to size or membership in any association or group; 
and 

(20) Demonstrate its ability to comply with a State's organic program to certify 
organic production or handling operations within the State. 

(21) Comply with, implement, and carry out any other terms and conditions 
determined by the Administrator to be necessary. 

(b) A private or govemmental entity accredited as a certifying agent under this subpart may 
establish a seal, logo, or other identifying mark to be used by production and handling 
operations certified by the certifying agent to indicate affiliation with the certifying agent: 
Provided, That. the certifying agent 

(1) Does not require use of its seal, logo, or other identifying mark on any product 
sold, labeled, or represented as organically produced as a condition of certification 
and 

(2) Does not require compliance with any production or handling practices other than 
those provided for in the Act and the regulations in this part as a condition of use of 
its identifying mark: Provided, That. certifying agents certifying production or handling 
operations within a State with more restrictive requirements, approved by the 
Secretary, shall require compliance with such requirements as a condition of use of 
their identifying mark by such operations. 

(el A private entity accredited as a certifying agent must: 
(1) Hold the Secretary harmless for any failure on the part of the certifying agent to 
carry out the provisions of the Act and the regulations in this part; 
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(2) Furnish reasonable security, in an amount and according to such tanns as the 
Administrator may by regulation prescribe, for the purpose of PI oleetin" the rights of 
production and handling operations certified by such certifying agent under the Ad. 
and the regulations in this part; and 

(3) Transfer to the Administrator and make available to any applicable Slate org&I ic 
program's governing State ofticiaI all records or copies of records COIIC8ITIiIIg the 
person's certification activities in the event that the certifying agent dissolves or Iosas 
its accreditation; Provided. That, such transfer shan not apply to a merger. sale, or 
other transfer of ownership of a certifying agent 

(d) No private or govemmental entity accredited as a certifying agent under this subpart shall 
excfude from parIicipatIon in or dany the benefits of the National Organic Progta .. to any 
person due to disaimination because of race, color, national origin. gender. reIIgIoo, age. 
disability. political beliefs, sexual orientation, or marital or family status. 

§ 205.502 Applying for eccredltatlon.. 
Ca) A private or governmental entity seeking accreditation as a certil'ying agent unc:Jer this 
subpart must submit an application for accreditation v.tIich contains the appI/caIl4e 
information and documentS sat forth in §§ 205.503 through 205.505 and the fees required in 
§ 205.640 to: Program Manager, USOA-AMS-TMP-NOP, Room 2945-SouCh BuIdIng, PO 
Box 96456, Washington, DC 20090-6456. 

(b) Following the receipt of the information and documants, the Adminisbatorwll detallI.", 
pursuant to § 205.508, whether the applcant for accredilBtion should be acaadited as a 
certifying agent 

§ 205.503 Applicant Information. 
A private or governmental entity seeking accreditation as a cerIIfying agent must submit the 
following information: 
(a) The business name, primary office location, mailing address, name of the person(s) 
responsible for the certifying agent's day-to-day operallons, contact numbers (telephone, 
facsimile, and Internet address) of the applicant, and, for an applleallt v.tIo is a private 
person, the entity's taxpayer identification number; 

(b) The name, office location. mailing address, and COIIfacI numbers (telephone. facsIn .... 
and Internet address) for each of its organizational units, such as c:hapteg or subIidi8Iy 
oftices. and the name of a contact person for each unit; 

ee) Each area of operation (crops, wild crops, livestock, or handling) for v.tIich acaecll:aticWl 
is requasted and the estimated number of each type of operation alliclpatad to be C8ftiIIed 
aoouaBy by the applcant along with a copy of the applicant's schedule of fees for .. saYicas 
to be provided under these regulations by the applicant; 

(d) The type of entity the applicant is (a."., government agricultural ofIiCe, for-profit bUSiness, 
not-for-profit membership association) and for: 

(1) A governmental antity. a copy of the officIaI's authority to COnduCt cartificaIion 
actIviIias under the Act and the regulations in this pert, 

(2) A private entity. documentation showing the entity's status and organ1zationai 
purpose. such as articles of incorporation and by-Iaws or ownership or membership 
provisions. and its date of astablishment; and 
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(e) A list of each State or foreign country in which the applicant currently certifies production 
and handling operations and a list of each State or foreign country in which the applicant 
intends to certify production or handling operations. 

§ 205.504 Evidence of expertise and ability. 
A private or governmental entity seeking accreditation as a certifying agent must submit the 
following documents and information to demonstrate its expertise in organic production or 
handling techniques; its ability to fully comply with and implement the organic certification 
program established in §§ 205.100 and 205.101, §§ 205.201 through 205.203, §§ 205.300 
through 205.303, §§ 205.400 through 205.406, and §§ 205.661 and 205.662; and its ability 
to comply with the requirements for accreditation set forth in § 205.501: 
(a) Personnel. (1) A copy of the applicanfs policies and procedures for training, evaluating, 
and supervising personnel; 

(2) The name and position description of all personnel to be used in the certification 
operation, including administrative staff, certification inspectors, members of any 
certification review and evaluation committees, contractors, and all parties 
responsibly connected to the certifying agent; 

(3) A description of the qualifications, including experience, training, and education in 
agriculture, organic production, and organic handling, for: 

(~ Each inspector to be used by the applicant and 
(ii) Each person to be designated by the applicant to review or evaluate 
applications for certification; and 

(4) A description of any training that the applicant has provided or intends to provide 
to personnel to ensure that they comply with and implement the requirements of the 
Act and the regulations in this part. 

(b) Administrative policies and procedures. (1) A copy of the procedures to be used to 
evaluate certification applicants, make certification decisions, and issue certification 
cartificates; 

(2) A copy of the procedures to be used for reviewing and investigating certified 
operation compliance with the Act and the regulations in this part and the reporting of 
violations of the Act and the regulations in this part to the Administrator; 

(3) A copy of the procedures to be used far complying with the recordkeeping 
requirements set farth In § 205.501 (a)(9); 

(4) A copy of the procedures to be used for maintaining the confidentiality of any 
business-related information as set forth in § 205.501(a)(10); 

(5) A copy of the procedures to be used, including any fees to be assessed, for 
making the following information available to any member of the public upon request: 

(i) Certification certificates issued during the current and 3 preceding calendar 
years; 
Oi) A list of producers and handlers whose operations it has certified, 
including for each the name of the operation, type(s) of operation. products 
produced, and the effective date of the certification, during the current and 3 
preceding calendar years; 
(iii) The results of laboratory analyses for residues of pesticides and other 
prohibited substances conducted during the current and 3 preceding calendar 
years; and 
(iv) Other business information as permitted in writing by the producer Or 
handler; and 
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(6) A copy of the procedures to be used for samprmg and residue testing pwsuant to 
§205.670. 

(c) Conflicts ofjnteresl (1) A copy of procedures ildended to be implemented to prevent the 
occurrence of confIids of interest, as described in § 205.501(a)(11). 

(2) For al persons who AIView applications for certific:atian, perform 0I'HII8 
inspections, AIView certification documents, evaluate qualifications for cerIificatIon, 
make recommendations conceming certification, or make certification decisions and 
all parties responsibly connec:ted to the certifying agent, a conflict of i Itefest 
cflSdosure report, identifying any food- or agriculture-related business illerests, 
including business Interests of immediate family members, that cause a co1l1Iid of 
interest. 

(d) Current certification activities. An applicant who currently certifies praducIion or handIit '" 
operations must submit: (1) a list of aD ptoductlon and handling openltions c:wrentIy c:eJtIfied 
by the applicant; 

(2) Copies of at least 3 different inspection reports and cerIificatIon evaluation 
documents for production or handling operations certified by the applicant during the 
previous year for each area of operation for which accreditation is requested; and 

(3) The results of any acc:reditatlon process of the appIIc:anl's opetation by an 
accrediting body during the previous year for the purpose of evaluating lis 
certification activities. 

(e) Other information. Any other informelion the applicant believes may assist in the 
Administratots evaluation of the applicants expertise and ability. 

t 205.505 Statement of agraamant. 
(a) A private or governmental entity seeking accreditlltion under this subpart must sign and 
return a statement of agreement prepared by the Admirlisbator which alllllns that, if ",anted 
accreditation es a certifying agent under this subpart, the applicant wit carry out the 
provisions of the Act and the regulations In this part. including: 

(1) Accept the cerliflcaDon decisions made by another certifying agent acaedited or 
accepted by USDA pursuant to section 205.500: 

(2) Ret'rain from making false or misleading claims aboullts acaec:lilalor'l status, the 
USDA acc:redilatlon program for certifying agents, or the nah.n or qualities of 
products labeled as OIganicaily proc:luced; 

(3) Conduct an annual performance evaluation of aD persons who review appIic::atiotll 
for certification, perform on-sile Inspections, review certification documants, avail. 11 
qualificatlons for eel tlfication, make recommendaIions conceming certIficaIion, or 
make certification decisions and implement measures to conec:l any deficiencies in 
certification services; 

(4) Have an annual intamaI program review conducted of Its certification ac:tivIIIes by 
certifying agent staff, an outside auditor, or a consuIIant who has the expertise to 
conduct such reviews and implement measures to correct any noncompliances with 
the Ad and the regulations in this part; 

(5) Pay and submit faes to AMS in accordance with § 205.640; and 

(6) Comply with. implement, and carry out any other terms and c:ondiIions determined 
by the Administrator to be necesS8l)'. 
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(b) A private entity seeking accreditation as a certifying agent under this subpart must 
additionally agree to: 

(1) Hold the Secretary harmless for any failure on the part of the certifying agent to 
carry out the provisions of the Act and the regulations in this part; 

(2) Furnish reasonable security, in an amount and according to such terms as the 
Administrator may by regulation prescribe, for the purpose of protecting the rights of 
production and handling operations certified by such certifying agent under the Act 
and the regulations in this part; and 

(3) Transfer to the Administrator and make available to the applicable State organic 
program's goveming State official all records or copies of records concerning the 
certifying agenfs certification activities in the event that the certifying agent dissolves 
or loses its accreditation; Provided, That such transfer shall not apply to a merger, 
sale, or other transfer of ownership of a certifying agent. 

§ 205.508 Granting accreditation. 
(a) Accreditation will be granted when: (1) The accreditation applicant has submitted the 
information required by §§ 205.503 through 205.505; 

(2) The accreditation applicant pays the required fee in accordance with § 
205.640(c); and 

{3} The Administrator determines that the applicant for accreditation meets the 
requirements for accreditation as stated in § 205.501, as determined by a review of 
the information submitted in accordance with §§ 205.503 through 205.505 and. if 
necessary, a review of the information obtained from a site evaluation as provided for 
in § 205.508. 

(b) On making a determination to approve an application for accreditation, the Administrator 
will notify the applicant of the granting of accreditation in writing, stating: 

(1) The area(s} for which accreditation is given; 

(2) The effective date of the accreditation; 

(3) Any terms and conditions for the correction of minor noncompliances; and 

(4) For a certifying agent who is a private entity, the amount and type of security that 
must be established to protect the rights of production and handling operations 
certified by such certifylng agent. 

(e) The accreditation of a certifying agent shall continue in effect until such time as the 
certifying agent fails to renew accreditation as provided in § 205.510(e), the certifylng agent 
voluntarily ceases its certification activities, or accreditation is suspended or revoked 
pursuant to § 205.665. 

§ 205.507 Denial of accreditation. 
(a) If the Program Manager has reason to believe, based on a review of the information 
specified in §§ 205.503 through 205.505 or after a site evaluation as specified in § 205.508. 
that an applicant for accreditation is not able to comply or is not In compliance with the 
requirements of the Act and the regulations in this part, the Program Manager shall provide a 
written notification of noncompliance to the applicant. Such notification shall provide: 

(1) A description of each noncompliance; 

(2) The facts upon which the notification of noncompliance is based; and 
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(3) The date by which the applicant must rebut or correct each nonoompIiance and 
submit supporting documentation of each such correction when correction is 
possible. 

(b) When each noncompliance has been resolved. the Program Manager wII send ... 
applicant a written notification of noncompfl8nC8 resolution and proceed will further 
processing of the application. 

(e) If an applicant fails to correct the noncompliances. fails to report the c:ornICIicMs by the 
date specified in the notification of noncompliance. fails to file a rebuttal of the r ... aliui I of 
noncompliance by the date specified. or is unsuccessful in Its rebuttal. the Program Manager 
will provide the applicant with written notification of accreditation denial. An applicant who 
has received written notification of accreditation denial may apply for acaedit8l1uol again at 
any time in accordance with § 205.502. or appeal the denial of accreditation in &aXlldala 
with § 205.681 by the date specified in the notification of accreditation denial. 

(d) If the certifYing agent was accredited prior to ... site evaluation and the aIftifJIng agent 
fails to correct the noncompliances, fails to report the c:orrecIions by'" date specified in ... 
notification of nonCOmprl8nC8, or fails to file a rebuttal of the notification of noncollipliaia by 
the data specified. the Administrator wi. begin proceedings to suspend or revoke the 
CBltifying agenfs accraditation. A certifying agent who has had Its acaeditalion suspended 
may at any time, unlass otherwise stated in the notification of suspension, submit a request 
to the Secretary for reinstatement of Its accreditation. The request must be accompanied by 
evidence demonstrating correction of each noncompliance and correcIIve actions taken to 
comply with and remain in compliance with the Act and the regulations in this part. A 
certifying agent whose accreditation is revoked will be ineligible for acaeditalloo'l for a period 
of not Jess then 3 years following the date of such detemlination. 

120S..108 SIte evaklatiOtiW. 
(a) Site evaluations of acaedited certifYing agents shall be conducted for ... purpose of 
examining the CBltifying agenrs operations and evaluating Its compliance will ... Act and 
the regulations of this part. SIte evaluations shallnclude an on-site review of the certifying 
agenfs certification procedures, dedsions. facilities, administrative and management 
systams, and production or handling operations cerUlled by the certifying agent SIte 
evaluations shall be conducted by a representative(s) of the Adminisbator. 

(b) An initial site evaluation of an accreditaIion applicant shall be conducted befoI. orwllhin 
a reasonable period of time after issuance of the applicallh "notification of accIeditaliuil." A 
site evaluation shall be conducted after application for renewal of accIeditaIiui. but prior to 
the issuance of a notica of renewal of ac:cu.ditation. One or ~ site evaluations wII be 
conducted during the period of acaeditation to determine whether an accIedilad certifying 
agent is complying with the gelleral requirements set forth in § 205.501. 

1205.509 Peer ntVIew panel. 
The Administrator shan establish a peer review panel pursuant to the Fedenil Advisory 
Conmittae Act (FACA) (5 U.S.C. App. 2 at seq.). The peer review panel shall be COIIlJIOled 
of not less than 3 members who shall annuaUy evaluate the NationaJ Organic ProgIam'1 
adherence to the accreditation procedures in subpart F of these reguIaIIo.-. and ISOIIEC 
Guide 61, General requirements for assessment and acaedit8tion of certitic:atiot'egisbatlon 
bodies, and the National Organic Progiam's acaeditation dec:IsIons. ThIs shall be 
accomplished through the review of acaecfltation procedures, document review and site 
evaluation reports, and acaeditation dedsion documents or documentation. The peer review 
panel shall report Its finding. in writing. to the National Organic Program's ProgIam Manager. 
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§ 205.510 Annual report, recordkeeplng, and renewal of accreditation. 
(a) Annual report and fees. An accredited certifying agent must submit annually to the 
Administrator, on or before the anniversary date of the issuance of the notification of 
accreditation, the following reports and fees: 

(1) A complete and accurate update of information submitted pursuant to §§ 205.503 
and 205.504; 

(2) Information supporting any changes being requested in the areas of accreditation 
described in § 205.500; 

(3) A description of the measures implemented in the previous year and any 
measures to be implemented in the coming year to satisfy any terms and conditions 
determined by the Administrator to be necessary, as specified in the most recent 
notification of accreditation or notice of renewal of accreditation; 

(4) The results of the most recent performance evaluations and annual program 
review and a description of adjustments to the certifying agent's operation and 
procedures implemented or to be implemented in response to the performance 
evaluations and program review; and 

(5) The fees required in § 205.640(a). 

(b) Recordkeepjng. Certifying agents must maintain records according to the following 
schedule: 

(1) Records obtained from applicants for certification and certified operations must be 
maintained for not less than 5 years beyond their receipt; 

(2) Records created by the certifying agent regarding applicants for certification and 
certified operations must be maintained for not less than 10 years beyond their 
creation; and 

(3) Records created or received by the certifying agent pursuant to the accreditation 
requirements of this subpart F, excluding any records covered by §§ 205.S10(b)(2), 
must be maintained for not less than 5 years beyond their creation or receipt 

(c) Renewal of accreditation. (1) The Administrator shall send the accredited certifying agent 
a notice of pending expiration of accreditation approximately 1 year prior to the scheduled 
date of expiration. 

(2) An accredited certifying agent's application for accreditation renewal must be 
received at least 6 months prior to the fifth anniversary of issuance of the notification 
of accreditation and each subsequent renewal of accreditation. The accreditation of 
certifying agents who make timely application for renewal of accreditation will not 
expire during the renewal process. The accreditation of certifying agents who fall to 
make timely application for renewal of accreditation will expire as scheduled unless 
renewed prior to the scheduled expiration date. Certifying agents with an expired 
accreditation must not perform certification activities under the Act and these 
regulations. 

(3) Following receipt of the information submitted by the certifying agent in 
accordance with paragraph <a> of this section and the results of a site evaluation, the 
Administrator will determine whether the certifying agent remains in compliance with 
the Act and the regulations of this part and should have its accreditation renewed. 

(d) Notice of renewal of accreditation. Upon a determination that the certifying agent is in 
compliance with the Act and the regulations of this part, the Administrator will issue a notice 
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of renewal of accreditation. The notice of renewa/ will specify any lenns and c:ondiIIons that 
must be addressed by the certifying agent and the time within which those tenns and 
conditions must be satisfied. 

<e> Noncomp/!ance. Upon a determination that the certifying agent Is not In compIIanc:e with 
the Ad and the regulations of this part, the Adminlsbaloi will initiate proceedings to suspend 
or revoke the certifying agent's 8CCf8ditation. 

(f) AmendIng accrecrrtalion. Amendment to scope of an accreditation may be AiIqU8Sted at 
any time. The application for amendment shall be sent to the Adminlstlator and shall COI.teIn 
information appl'iC8bIe to the requested change in accreditation, a complete and accurate 
update of the information submitted pursuant to 55 205.503 and 205.504. and the applicable 
fees required in § 205.640. 

H 205.511-205.599 [Reserved) 
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Subpart G Administrative 
The National List of Allowed and Prohibited Substances 
Description of Regulations 
General Requirements 
This subpart contains criteria for determining which substances and ingredients are allowed 
or prohibited in products to be sold, labeled, or represented as ·organic" or "made with 
organic (specified ingredients or food group(s»." It establishes the National List of Allowed 
and Prohibited Substances (National List) and identifies specific substances which mayor 
may not be used in organic production and handling operations. Sections 6504, 6510, 6517, 
and 6518 of the Organic Foods Production Act (OFPA) of 1990 provide the Secretary with 
the authority to develop the National List. The contents of the National List are based upon a 
Proposed National List, with annotations, as recommended to the Secretary by the National 
Organic Standards Board (NOSB). The NOSB is established by the OFPA to advise the 
Secretary on all aspects of the National OrganiC Program (NOP). The OFPA prohibits 
synthetiC substances in the production and handling of organically produced agricultural 
products unless such synthetic substances are placed on the National List 

Substances appearing on the National List are designated using the following classifications: 
1. Synthetic substances allowed for use in organic crop production 
2. Non-synthetic substances prohibited for use in organic crop production 
3. Synthetic substances allowed for use in organic livestock production 
4. Non-synthetic substances prohibited for use in organic livestock production 
5. Nonagricultural (non-organic) substances allowed as ingredients in or on 
processed products labeled as "organic" or "made with organic (specified ingredients 
or food group(s» 
6. Non-organically produced agricultural products allowed as ingredients in or on 
processed products labeled as organic" or "made with organic (specified ingredients 
or food group(s» 

This subpart also outlines procedures through which an individual may petillon the Secretary 
to evaluate substances for developing proposed National List amendments and deletions. 

The NOSe is responsible for making the recommendation of whether a substance is suitable 
for use in organic production and handling. The OFPA allows the NOSe to develop 
substance recommendations and annotations and forward to the Secretary a Proposed 
National List and any subsequent proposed amendments. We have made every effort to 
ensure the National List in this final rule comesponds to the recommendations on allowed 
and prohibited substances made by the NOSe. In developing their recommendations, the 
NOSe evaluates synthetic substances for the National List utilizing the criteria stipulatad by 
the Act. Additionally, criteria for evaluating synthetic processing ingredients have been 
implemented by the NOSe. These criteria are an interpretation and application of the 
general evaluation criteria for synthetic substances contained in the OFPA that the NOSS 
will apply to processing aids and edJuvants. The NOSe adopted these criteria as internal 
guidelines for evaluating processing aids and adjuvants. The adopted criteria do not 
supersede the criteria contained in the OFPA or replace the Food and Drug Administration's 
(FDA) regulations related to food additives and generally recognized as safe (GRAS) 
substances. The NOSe has also provided recommendations for the use of synthetic inert 
ingredients in formulated pesticide products used as production inputs in organic crop or 
livestock operations. The Environmental Protection Agency (EPA) regulates and maintains 
the EPA Lists of Inert ingredients used for pesticide. In this final rule, EPA Inerts List 1 and 2 
are prohibited, EPA List 3 is also prohibited unless specifically recommended as allowed by 
the NOSe, and EPA List 4 Inerts are allowed unless specifically prohibited. 

In this final rule, only EPA List 4 Inerts are allowed as ingredients in formulated pesticide 
products used in organic crop and livestock production. The allowance for EPA List 4 Inerts 
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only applies to pesticide fonnulations. Synthetic Ingredients In any formulated produds used 
as organic production Inputs, including pesticides, fertilizers, animal drugs, and feeds, must 
be included on the National List As sanctioned by OFPA, synthetic substallces can be used 
In organic production and handling as long as they appear on the National List The organic 
industry should dearly understand that NOSB evaluation of the wide va1aly of Inert 
ingredients and other nonactive substances win require considerable coordination between 
the NOP, the NOSB, and Industry. Materials review can be anlicipal8d as one of the NOSB's 
primary activities during NOP implementation. Considering the ailical nature of Ills task, the 
organic Industry should make a collaborative effort to prioI ilize for NOSB l'8\-iew thole 
substances that are essential to organic production and handling. The development and 
maintenance of the National Ust has bean and will be designed to allow the use of a minimal 
number of synthetic substances that are acceptable to the organic Industry and meet the 
OFPA afteIia. 

We expect the maintanance of the National Ust to be a c:lynemic process. We _dIcIpate that 
decisions on substance petitions for the Inclusion on or deletion from the National Ustwil be 
made on an annual basis. Any person seeking a change in the National Ust should request 
a copy of the petition proc:edures that were published In the Federal Register (85 Fed Reg 
43259 - 43261) on July 13, 2000, from the NOP. The National Ust pellllon pnx:ess contac:l 
infonnation is: Program Manager, National Organic PrOgram, USDAlAMSfTMPJNOP, Room 
2945-8, Ag Stop 0268, P.O. Box 96458, Washington, DC 20090-6456 or visit the HOP 
website: www.ams.usda.govlnop. Substances petitioned for inclusion on the National List 
win be l'8\-iewed by the NOSB, which will foIward a raconllilendation to the Secrelai). Any 
amandmants to the National Ust wiH require rulemak/ng and must be published for c::ornment 
in the Federal Register. 

Nothing in Ills subpart alters the authority of other Federal agancIes to regulate substances 
appearing on the National Usl FOA issues regulations for the safe use of subs1aIlCes In food 
production and processing. USDA's Food Safely and InspedIon SeMce (FSIS) has the 
authority to detatmlne efficacy and suitability regarding the production and processing 01 
meat, poultry, and egg produc:t.s. FDA and FStS restrictions on use or c:ornbInaIions of food 
additives or GRAS substances take prec:edence over the appiV.1Id and prohibited uses 
specified In this final rule. In other words, any combinations of subst8nc:es In food processing 
not already addIessed in FDA and FSIS regulations must be approil8d by FDA and FStS 
prior to use. FDA and FSIS regulations can be amended from time to time Imder their 
rulemak/ng procedures. and conditions of safe use of food additi ..... and GRAS subslailCes 
can be revised by the amendment It is Important that c:artiIied organic producers and 
handlers of both crop and Iivestoc:k products consult with FOA regulations In 21 CFR parts 
170 through 199 and FSlS regulations In this regard,. Aft feeds, feed 1ngredieI .... and 
additives for feeds used In the production of liYestock In an organic opeiatiot'l must ..... ," 
with the Federal Food. Drug, and Cosmetic Act (FFDCA). Animal feed labeling requRmenls 
are published in 21 CFR Part 501. and new animal drug requirements and • listing 01 
approved animal drugs are published in 21 CFR Parts 510-558. Food (feed) .oJilhe 
requirements, a list of approved food (feed) additives genera., recognized 81 safe 
substances, substances affirmed 81 GRAS. and substances Plohibitad fram use In animal 
food or feed are published In 21 CFR 570-571, 21 CFR 573, 21 CFR 582, 21 CFR 584. and 
21 CFR 589, raspectively. Furthermore, the Food and Drug Admillisllalion has worked 
closely with the Association of American Feed Control Officials (AAFCO) and recognizes the 
list of additives and feedstuffs published In the AAFCO Official Publication, which is updaleJ 
annuaHy. 

Under the Federallnsectk:ide, Fungicide, and Rodellticide Act (FIFRA). EPA regulates the 
use of an pesticide products, including Ihosa that may be approved for use in the HOP. In 
registering a pesticide under FIFRA, EPA appn:wes the uses of each pesticide product. It is 
a violation of RFRA to use a registared product In a manner InconsIstant with lis labeling. 
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The fact that a substance is on the National List does not authorize use or a pesticide 
product for that use if the pesticide product label does not include that use. If the National 
List and the pesticide labeling conflict, the pesticide labeling takes precedence and may 
prohibit a practice allowed on the National List. 

National List - Changes Based On Comments 
This subpart differs from the proposal in several respects as follows: 
(1) Comprehensive Prohibition on Excluded Methods. Many commenters supported a 
comprehensive prohibition on the use of excluded methods in organic production and 
handling. These commenters stated that the proposed language on excluded methods could 
have allowed some uses since the general prohibition described in section 205.301 of the 
proposed rule could be interpreted as applying only to multi-ingredient products. In order to 
provide a comprehensive prohibition on the use of excluded methods, we incorporated a 
new provision within section 205.105. A more comprehensive discussion of this issue is 
found in subpart B, Applicability. 

(2) Substance Evaluation Criteria for the National List. Commenters stated that the final rule 
should include in the regulation text the evaluation criteria utilized by the NOSB for the 
development of substance recommendations. We agree, and we have inserted the 
substance evaluation criteria developed by the NOSB for processing ingredients and cited 
the crneria within the Act (7 U.S.C. 6518(m» for crops and livestock production as new 
provisions for section 205.600, which is now entitled "Evaluation criteria for allowed and 
prohibited substances, methods, and ingredients." 

(3) Substances Approved for Inclusion on the National List. Commenters stated that the 
National List did not contain all of the substances recommended by the NOSB for inclusion 
on the National list of Allowed and Prohibited Substances. We agree and have added the 
following substances consistent with the most recent NOSB recommendations: 

Crop Production: 
• Lime sulfur as a plant disease control substance 
• Elemental sulfur as a plant or soil amendment 
• Copper as a plant or soil micronutrient 
• Streptomycin sulfate as plant disease control substances with the annotation" for 

fire blight control in apples and pears only" 
• Terramycin (oxytetracYcline calcium complex) as a plant disease control 

substance with the annotation "for fire blight control only" 
• Magnesium sulfate as a plant or soil amendment with the annotation "allowed 

with a documented soil deficiency" 
• Ethylene as a plant growth regulator, with the annotation ''for regulation of 

pineapple flowering" 

We have added sodium nitrate and potaSSium chloride to the National List as non-synthetic 
substances prohibited for use in crop production unless used in accordance with the 
substance annotations. Sodium nitrate is prohibited unless use is restricted to no more than 
20 percent of the crop's total nitrogen requirement. Potassium chloride is prohibited unless 
derived from a mined source and applied in a manner that minimizes chloride accumulation 
in the soil. These additions are discussed further in item 3 under Changes Based on 
Comments, subpart C. 

Livestock Production; 
• Oxytocin with the annotation "for use in postparturition therapeutic applications" 
• EPA List 4 inert ingredients as synthetic inert ingredients for use with non-synthetic 

substances or synthetic substances allowed in organic livestock production. 
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Several commenters recommended that lie final rule should specify whk:h non-syi llloelie 
substances are prohibited for use in livestock producIion. These commentera stated that lie 
proposed rule prohibited six such substances for use in crop production and mailllalloed that 
an analogous Ust for livestock operations would be beneficial. Of lie six non-synIhaIIc 
substances in lie proposed rule prohibited for use in crop production, !'our were based on 
NOSe nICOmmendations (strychnine. tobacco dust, sodium I'IuoaIuminate (mined). and ash 
from burning manure) and two were based on statutory provisions in lie OFPA (8Jsenic and 
leed salts). After reviewing I1ese substances and lie NOSB racommendationa we 
determined that lie prohibition for one - strychnine - also applies to fivesIOCk production. 
IncflViduals may petition lie NOSe to have additional non-sYilthefic substances prohIbila If for 
use in organic crop and livestock production. 

Qmanic Handline (Prpcessine): 
• Tribasic calcium phosphete 
• Non-synthetic colors 
• Flavors. with the annotation "non-synI1efic sources only and must not be 

produced using synthetic solvents and carrier sysleinS or any artificial 
preservatives· 

• Non-synthefic waxes, camauba wax. wood resin 
• Comstan:h (native). fII.II1S, kelp, lecithin and pectin were moved from section 

205.605 to section 205.606 

(4) Substance lLemoved from lie National List Commantars staled that certain Sl.d)sfa1CllS 
on lie National Ust in lie proposed rule had not bean recommended by lie NOS&. We 
agree with lie commant that lie NOSe did not recommend that magnesium should be 
allowed as a plant or soil micronutrient and hava I1IInOved It from lie National List. 

(5) Changes in Substance Aoootations on the National Usl Commantars stated that C8II8iI 
annotations in lie proposed rule did not capture lie precise recommendations of lie NOS&. 
We agree and hava amancIed lie annotations within lie National Ust as foIowls: 

• The annotation for hydreted lime as a plant disease conIrOI substance IICM ..... , 
"must be used in a manner that minimizes accumulation of copper in lie soil.· 

• The annotation for horticultural oils as an insecIIcIde ......... 181 .... and ... plant 
disease conIrOI substance now states. "Narrow range oils .. dorm8Jd, suffocating, 
and summer OIls .. 

• The annotation for h)dI aled lime In livestock production IICM""', "not pelmitled for 
soil application or to cauterize physical alterations or deodOrize animal wastes.. • 

• The aroi'loi:ation for lie allowed synthetic paresillcide JvamJ8CliI has been modified to 
state that lie substance may not be used during lie IacIation period of breeding 
stock. 

• The annotatioo for trees minerals and vitamins allowed .. feed addillwes has bean 
modified and now states, "used for enrichmant or foIlification when FDA appru~ • 

• The ennotation for magnesium sulfate in organic handling IICM""', "non-synIhaIIc 
sources only'-

• The annotation for EPA Ust 4 lnerts allowed in crop and rlV8SfDc:t production has 
been modified to state, • ... for use with non-synI1efic subsIai ..... or syillioelic 
substances Hsted in this section ... • 
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(6) Sulfur Dioxide for Organic Wines. Many commenters recommended that this final rule 
should allow for the use of sulfur dioxide in wine labeled "made with organic grapes." They 
argued that sulfur dioxide is necessary in organic wine production and that prohibiting its use 
would have a negative impact on organic grape production and wineries that produce wine 
labeled "made with organic grapes." The prohibition on the use of sulfur dioxide in the 
proposed rule was based upon the requirement in the Act that prohibited the addition of 
sulfltes to organically produced foods. However, a change in the Act now allows the use of 
sulfltes in wine labeled as "made with organiC grapes." Therefore, we have added sulfur 
dioxide to the National List with the annotation, "for use only in wine labeled 'made with 
organic grapes,' Provided, That, total sulfite concentration does not exceed 100 ppm." The 
label for the wine must indicate the presence of sulfites. This addition to the National List is 
also in agreement with the NOSS recommendation for allowing the use of sulfur dioxide in 
producing wine to be labeled as "made with organic grapes." 

National List· Changes Requested But Not Made 
This subpart retains from the proposed rule regulations on which we received comments as 
follows: 
(1) Restructuring the National List. Commenters requested a restructuring of the National 
List to improve its clarity and ease of use. Some of the commenters asked for minor changes 
involving the wording of section titles. Other commenters were opposed to the categories 
used in the National List because the categories are not in compliance with the Act. In its 
June 2000 meeting, the NOSS asked the Nap to review a proposal from a research institute 
proposing that processing materials for the National List be categorized according to industry 
standards. This proposal recommended including new sections for substances used in 
"made with .. ." and substances used in the 5-percent non-organic portion of "organic" multi· 
ingredient products. We agree that the present structure of the National List may not have 
optimum clarity and ease of use. However, extensive restructuring of the National Ust 
without additional NOSS consideration and public discussion would be a significant variation 
from the policy that established the National List for this final rule. The Nap will work with 
the NOSS and the public to refine the National list consistent with industry norms and public 
expectations. 

(2) Use of EPA Ust 4 Inerts. The proposed rule allowed EPA Ust 4 Inerts to be used as 
synthetic inert ingredients with allowed synthetic active ingredients in crop production. Some 
commenters stated that certain substances among the EPA Ust 4 inerts should not be 
allowed in organiC production. Some commenters went further and recommended that the 
allowance for synthetic inert ingredients should be limited to the subset of materials that the 
EPA designates as Ust 4A. We do not agree with these commenters and have retained the 
allowance for all inerts included on EPA Ust 4. Ust 4 inerts are classified by EPA as those of 
"minimal concern" and, after continuing consultation with EPA, we believe there is no 
justification for a further restriction to Ust 4A. If commenters believe that a particular Ust 4 
inert should not be allowed in formulated products used in organic production, they can 
petition the NOSS to have that substance prohibited. 

(3) Removing Vaccines from the National Ust. Some commenters asserted that vaccines 
should not be included on the National Ust because the NOSS had never favorably 
recommended their use in livestock production. However, the OFPA authorizes the use of 
vaccines. and in 1995. the NOSS recommended allowing their use. The NOSS stated that 
use of vaccines may be necessary to ensure the health of the animal and to remain in 
compliance with Federal, State, or regional regulations. We agree with the NOSS's 
recommendation and have retained vaccines as an allowed substance in livestock 
medication. 

(4) Adding Amino Acids to the National Ust. Some commenters recommended that amino 
acids should be added to the National List as allowed synthetic substances for livestock 
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production. We have not added amino acids to the National list becauIIe the NOSB ... not 
recommended that they should be allowed. This subject Is cflSCUSsed fLIther in Item ", 
Livestock - Changes Based on Comments, subpart C. 

(5) Creating a CategOry for Prohibited Non-synthetic Seed Treatmen!s. A commentar stated 
that the National Ust of non-synUMItic substances prohibited for use in aop production 
should include provisions for seed Ireated with a non-synthetlc substance. This colllfuenllir 
statad that the final rule should acknowledge that a non-synUMItic seed IrealmMt could be 
prohibited on the National list. We do not believe It Is necessary to include a separate 
category for seed treatments under the prohibited non-synthetic section of the National list. 
An individual may petition the NOSe to have a particular nan-sYIlIhetic seed trwb.i8iIIs 
placed on the prohibited list without creating a new category for seed treab nerds. 

(8) Creating a Category for Treated Seed and TOXIns Deriyed frpm BacIeria. Commentars 
stated that the National list of synthetic substances allowed in crop production should 
include categories for treated seed and toxins derived frpm bacteria. These commenlllls 
statad that these categories are sanctioned by the OFPA, and fallunt to consider them would 
ptaca a significant burden on organic procIucers. We believe It Is unnecessary to include 
thasa categories on the National list. Specific substances from these categories could be 
incorporated in existing categories thai reflect their function, such as plant disease COIdloi or 
insectic:ide. An individual may submit petitions to the NOSe to have spec:ific substai iCM from 
thesa categories COIl8idered for inclusion on the National list. 

(7) Remove Categories for Feed Supplements, A commenter stated thalltwes lnappropd I. 
for the NatiOnal Ust of synthetic substances allowed in livestock procfucIion to contain 
categories for feed supplements and feed additives because they are not authorized in the 
OFPA. we disaGree with this commenter because the identification of caI8gories on the 
National list does not mean thai aI/ substances within thai category are allowed. The 
categories help to clarify which types of materials may be included on the National list. The 
substances included under the categories of feed supplements and feed addIIives were 
recommended by the NOSe and added to the National Ust with the SeaaIary's approval. 

(8) NeUlotpxk: Substances on the National list. Many c:ommentera requesIIIII that the NOP 
remove particutar substances frpm section 205.605 of the National Ust. They stated these 
substances were soure8S of neu.otoxic compounds thai negatively efJacI human heatIh. The 
substances cited were yeast (autolysate and breI."I8fS). carrageenan, and enzymes. 
Moreover, lhasa commenters argued against including on the National list lIOI1'I& amino 
acids or their derivatives 'Nhich the commenters claim have netJlotoxlc side effeda. These 
commenters requested that amino acids should be prohibited from the National list due to 
Iha possibility that neurotoxic substances could be utilized for either organic agric:uIbnI 
production or handling. 

we do not agree with the requests of the commertlers and we have not made the requested 
changes. There are ng emino acids currently on the National lilt; therafore, synthetic 
sources of emino acids are prohibited. Unless reCOi.1I'II8nded for use by the NOSB, st.d •• lc 
eming acids wiI not be included on the National list. The HOP ... established a petition 
process for substances to be evaluated for inclusion on or removal from the NaIIoII8I list of 
Allowed and Prohibited Substances in organic production and handling. Anyone .lllq to 
have a particutar substanca removed from Iha National Ust may file a substance petition to 
amand the National list. 

(9) EPA list .. Irterts for Omanic Proceu!nq. A few c:ommentera recommended that 
substances in EPA Ust .. inerts thai are allowed for use in crop production also be allowed 
for use as proceSSing materials. We do not agree, and we have not included EPA list .. 
lnerts on Iha National list for organic handling. lnerts listed on EPA Ust 4 have been 
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evaluated and approved for use in pesticide formulations, not for use as processing 
materials. Inerts that are included on EPA List 4 would have to be further evaluated to 
determine whether such materials meet the criteria for inclusion on the National List. 

(10) Modifying Annotations of Organic Prgcessing Substances. One commenter requested 
that the Department modify the annotation for phosphoric acid to include its use as a 
processing aid. We have not made the suggested change. Any change in the annotation of a 
substance can only occur through an NOSB recommendation. Individuals or groups can use 
the petition process to submit substance petitions to the NOSB for the evaluation to be 
included on or removed from the National List. 

(11) Nutritional Supolementation of Organic Foods. Some commenters asserted that 21 CFR 
104.20 is not an adequate stand-alone reference for nutritional supplementation of organic 
foods. As a result, these commenters recommended that the final rule include as additional 
cites 21 CFR 101.9(c)(S} for FDA-regulated foods and 9 CFR 317.30(c), 31S.409(c)(S) for 
foods regulated by FSIS to support 21 CFR 104.20. We did not implement the suggested 
changes of the commenters. Section 205.605(b)(20} in the proposed rule allowed the use of 
synthetic nutrient vitamins and minerals to be used in accordance with 21 CFR 104.20, 
Nutritional Quality Guidelines For Foods, as ingredients in processed products to be sold as 
RorganicR or Rmade with .... The commenters recommended cites, 21 CFR 101.9(c)(S) for 
FDA-regulated foods and 9 CFR 317.30(c); section 31S.409(c)(S) did not provide prOvisions 
for nutritional supplementation of foods. Instead, these suggested cites were particularly 
aimed toward; (1) the declaration of nutrition information on the label and in labeling of a 
food; (2) labeling, marking devices, and conteiners; (3) entry into official establishments; and 
{4} relnspection and preparation of products. The NOP, in consultation with FDA, considers 
21 CFR 104.20 to be the most appropriate reference regarding nutritional supplementation 
for organic foods. 

(12) National List Petition Process as Part of the Final Rule. 
Commenters have requested that the National List Petition Process, approved by the NOSB 
at its June 2000 meeting (and published in the Federal Register on July 13, 2000), be 
included in the final rule. We do not agree with the commenters, and we have retained the 
National List Petition Process regulation language from the proposed rule. We have 
separated the specific petition process from the regulation to provide for maximum flexibility 
to change and clarify the petition process to accommodate new considerations developed 
during the NOP implementation. If this process were part of this final rule, updates to the 
petition process would require notice and comment rulemaking. Any changes In the National 
List that may be a result of the petition process, however, would require notice and comment 
rulemaking. 

(13) Nonapproved Substance Amendments to the National List Commenters also requested 
to have many substances that are not on the National List and that have not be 
recommended by the NOSe for use in organic production and handling be added to the 
National List We do not agree. Amendments to the National list must be petitioned for 
NOSe consideration, must have an NOSe recommendation, and must be published for 
public comment in the Federal Register. 

National List· Clarifications 
Clarification is given on the following issues raised by commenters as follows: 
(1) Inerts Use in Botanical or Microbial Pesticides. Commenters expressed concem that the 
prohibition on the use of EPA List 3 inerts would prevent organic producers from using 
certain botanical or microbial formulated products that are currenUy allowed under some 
certification programs. These commenters requested that the NOP and the NOSB expedite 
the evaluation of List 3 inerts used in non-synthetic formulated products to prevent the loss 
of certain formulated products. The prohibition of List 3 inerts was based on the 
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recommendation of the NOSB to add only those substances from Ust 4 to the National list. 
The NOSe also recommended that individual inert substances included on Ust 3 could be 
petitioned for adcfdion to the National List. The NOP has requested that the NOSB ldetilify 
for expedited review those Ust 3 inerts that are most importaIlt in foImuIated products used 
in organic production. Individuals may petition to have these marts considered for inclusion 
on the National List. Additionally, the NOP will work with the EPA and the regisbants of 
formulated produc:ts to expedite review of Ust 3 inerts currently included in foImuIated 
products used in organic production. Unless Ust 3 inerts are moved to Ust 4 or individually 
added to the National List, they are prohibited for use in organic production. 

(2) Prohibiting Ash. Grit. and Sqeen!ngs Derived from Sewage Sludge. Many c:ommentfIrI 
recommended that the ash, grit. and screenings derived from the production of ser.rage 
sludge should be added to the National Ust as non-synthetic materialS prohibited for use in 
crop production. While the use of sewage sludge, including ash, grit, and scraenlngs. is 
prohibited in organic production, we did not add them to the National Ust as piohlbited non
synthetic substances. This subject is discussed further under subpart A, Defillilions • 
Changes Requested But Not Made. 

(3) Allowed Uses for Pheromones. Some commentars were c:oncerned that the anrtOIaIIoIl 
for using pheronlon&S as "insect atIracIants" was too limiting and would not include uses 
such as mating disruption, trapping, and monitoring. The annotaliOtl for pheromones does 
not preclude any use for a pheron1ORe that is otherwise slowed by Federal, State. or local 
regulation. 

(4) Nonagricultu!'JI products as Livestock Feed 1!lIHId!en!s. Some cornmenters questioned 
whether non-synthetic, nanagricultu!'JI substances such as fishmeal and aushed opIar 
shell needed to be added to the National Ust to be used in Iivestoc:k feed. Non-syntheIic 
substances do not have to appeer on the National Ust and may be used in organic lvestock 
feed, provided that they are used In COI11pliance with the FFOCA. This subject is discussed 
further under item 4, Uvestock· Changes Based on Comments, subpart C. 

(5) Chlorine D/sinfectarlt Um!t Annotation for Organic prpc!uc!jon and HandIjIp. Some 
COI11mentars requested clarification on the annotation for using chlorine materi a II as an 
allowed synthetic substance in crop and handling operations. The 8flIIOblIiooI in the 
proposed rule, which has been retained In the final rule, stabId that "ntsldlial chlorine Ie¥eIs 
In the water sI1aII not exceed the maximum residual dlsinfectarlt Imit I.I1der the Safe W8bIr 
Drinking Ad.· WiIi1 this annotation, the residual chlorine levels at the point whent the 
wastewater stream leaves the production or handling operelion must meet limits I.I1der the 
Safe DrInking Water Ad. 

(6) Tobacco Use In Organic Prod! 1Ction. One COI11merIter questioned whaIher forms of 
tobacco other than tobacco dust. such as water extracts or smoke. were prohIbit8d non
synthetic substances. The technical advisory penel (TAP) review on which the NOSB based 
Its recommendation to pn::Ihibit tobacco dust Identified nicotine sulfate as the acIve 
ingredient Therefore, any substance containing nicotine sulfate as an acIve ingredient is 
prohibited in crop production. 

(7) Non-synthetic Agr1cu!lura! Processing AkII on the NtlIona! list. A C'OIIWI18IIlW 18qU1I,.1i 
clarification from the NOP on whether processing aids (e.g., defoaming agents). which ant 
non-synthelic and non-organic agriculturel substances (e.g., soybean 01). must appe_ on 
the National Ust when used In processing. In this regulation, a non-aynthetic and non
organic agriculturel product. such as soybean oil, used as a processing aid does not have to 
appear on the National Usl Such produc:ts are included in the provision in section 205.808 
that non-organicaHy produced agriculturel products may be USed in accordance with any 
appflC8bie restrictions when the substance is not COI11merc1ally available in organic form. 
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--------_ .... _-

(8) Transparency of the National Ust Petition Process. Some commenters stated the petition 
process for amending the National Ust appears to have limited public access and should be 
more transparent. These commenters advocate that any amendments to the National Ust 
should be subject to notice and comment. They also requested clarity on how petitions are 
prioritized and reviewed and the timeframes for review. Additionally, these commenters 
asked the NOP to expedite the review of materials for the National Ust. On July 13, 2000, 
AMS published in the Federal Register (Vol. 65, 43259-43261) guidelines for submitting 
petitions for the evaluations of substances for the addition to or removal from the National 
List. In this notice, the NOP stated that most petition information is available for publiC 
inspection with the exception of information considered to be "confidential business 
information." The notice also specified that any changes to the National List must be 
published in the Federal Register for public comment. The published petition notice has also 

. provided an indication to the industry about the urgency of the need for substance review 
and that the industry should provide pertinent information to the NOSS to expedite the 
review of materials not on the National List. 
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Subpart G - Admlnistnltlue 
The National List of Allowed and Prohibited Substances 

§ 205.600 Evaluation criteria fOr IIIo\ued and prohibited substances. IMI"ods. and 
ingredients. 
The following criteria will be utilized in the evaluation of substances or ingAJdienIs for the 
organic produCIion and handling sections of the National list 
(a) Synthetic and non-synthetic substances considered for inclusion on or delation from the 
National List of allowed and prohibited substances will be evaluated using the alleria 
specified in the Ad (7 U.S.C. 8517 and 8518). 

(b) In addition to the aiteria set forth In the Ad, any sYl1the1ic substance used as a 
processing aid or adjuvant will be evaluated against the following criteria: 

(1) The substance cannot be produced from a natural source and thera are no 
organic substitutes; 

(2) The substance's manufacture, use, and disposal do not have advenIe effects on 
the environment and are done in a manner compatible with organic handling; 

(3) The nutritional quality of the food is maintained when the substance is used. and 
the substance, itself, or its breakdown products do not have an advenIe effect on 
human health as defined by applicable Federal regulations; 

(4) The substance's primaIy use is not as a preservative or to recreate or improVe 
flavors, colors, textures, or nutritive value lost during processing. except where the 
replacement of nutrients is required by law; 

(5) The substance is fisted as generally recognized as safe (GRAS) by Food and 
Drug Adminisbaliot1 (FDA) when used in ac:con:tance with FDA's good manufacb.aing 
practices (GMP) and contains no residues of haavy matals or other contaminants in 
excess of tolerances set by FDA; and 

(6) The substance is essential for the handrmg of organically produced agriclAnI 
produdl. 

(e) Non-SYJ ItheIIcs used in organic processing will be evaluated using the aII8rIa spec::IfIed In 
the Ad (7 U.S.C. 8517 and 8518). 

§ 205.801 SyilUaetic substances allowed for use in organic crop production. 
in accordance with restrictions specified in this section, the following 5yIiUI8Iic IIUbstancas 
may be used In organic aop produdion: 
(a) As algaecide, disinfectants. and sanitizer, induding irrigation system cIe.-.Ing systems 

(1) Alcohols 
(i) Ethanol 
(II) Isopropanol 

(2) Chlorine materials - Except, That. residual chlorine levels in the watar shall not 
exceed the maximum residual disinfectant fimlt under the Safe DrinIdng Water Ad. 

(i)C8lc1umhypochlorite 
(II) Chlorine dioxide 
(iii) Sodium hypochlorite 

(3) Hydrogen peroxide 

(4) Soap-based algaecideldemistanl 
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(b) As herbicides, weed barriers, as applicable. 
(1) Herbicides, soap-based - for use in farmstead maintenance (roadways, ditches, 
right of ways, building perimeters) and omamental crops 

(2) Mulches 
(~ Newspaper or other recycled paper, without glossy or colored inks. 
(i~ Plastic mulch and covers (petroleum-based other than polyvinyl chloride 
(PVC» 

(c) As compost feedstocks 
Newspapers or other recycled paper, without glossy or colored inks 

(d) As animal repellents 
Soaps, ammonium - for use as a large animal repellant only, no contact with soil or 
edible portion of crop 

(e) As Insecticides (including acaricides or mite control) 
(1) Ammonium carbonate - for use as bait in insect traps only, no direct contact with 
crop or soil 
(2) Boric acid - structural pest control, no direct contact with organic food or crops 
(3) Elemental sulfur 
(4) Lime sulfur - Including calcium polysulfide 
(5) Oils, horticultural - narrow range oils as dormant, suffocating, and summer oils. 
(6) Soaps, Insecticidal 
(7) Sticky traps/barriers 

(I) As insect attractants 
Pheromones 

(g) As rodentlcides 
(1) Sulfur dioxide - underground rodent control only (smoke bombs) 
(2) Vitamin 03 

(h) As slug or snail bait 
<None> 

(i) As plant disease control 
(1) Coppers, fixed - copper hydroxide, copper oxide, copper oxychlOride, includes 
products exempted from EPA tolerance, Provided. That, copper-based materials 
must be used in a manner that minimizes accumUlation in the soil and shall not be 
used as herbicides. 
(2) Copper sulfate - Substance must be used in a manner that minimizes 
accumulation of copper in the soil. 
(3) Hydrated lime - must be used in a manner that minimizes copper accumulation in 
the soil. 
(4) Hydrogen peroxide 
(5) Lime sulfur 
(6) Oils, horticultural, narrow range oils as dormant, suffocating, and summer oils. 
(7) Potassium bicarbonata 
(8) Elemental sulfur 
(9) Streptomycin, for fire blight control in apples and pears only 
(10) Tetracyciine (oxytetracycline calcium complex), for fire blight control only 

0) As plant or soil amendments. 
(1) Aquatic plant extracts (other than hydrolyzed) - Extraction process is limited to the 
use of potaSSium hydroxide or sodium hydroxide; solvent amount used is limited to 
that amount necessary for extraction. 
(2) Elemental sulfur 
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(3) Humic acids - naturally occurring deposits, water and alleal extrac:Is only 
(4) Ugnin sulfonate - chelatlng agent, dust suppressant, floatation agent 
(5) Magnesium sulfate - allowed with a documented soil deficiency 
(6) MIcronuIrlents - not to be used as a defoliant. herbicide, or deslccanl. Those 
made from nitrates or chlorides are not allowed. SoU deficiency must be doa.Inented 
by testing. 

(i) Soluble boron products 
00 Sulfates, carbonates, oxides, or silicates of zinc, copper, Iron, mal"lg8l'l8l8, 
molybdenum, selenium, and cobalt, 

(7) Liquid fish products - can be pH adjusted with sulfuric, citrtc or phosphoric acid. 
The amount of acid used shaH not exceed the minimum needed to lower the pH to 
3.5 
(8) Vitamins, 81, C. and E 

(k) As plant growIh regulators 
Ethylene - for regulation of pineapple ffo\1Iering 

(I) As floating agents In postharvest hendling 
(1) Lignin sulfonate 
(2) SodIum silcate - for tree fruit and fiber processing 

(m) As aynthetiC Inert ingredients as classified by the Environme,,1BI Plol.edioo1 Agarrey 
(EPA). for use with non-aynthetic substencas or aynthetiC substances listed in this secIion 
and used as an active pesticide ingredient in acc:ordenca with any rmltationS on the use of 
such substancas. 

(1) EPA Ust 4 - lnerts of Minimal Concern 

(nHz) [Reserved) 

t 205.602 Non-synUl8tic substances prohibited for use In organic crop prvductfon. 
The foHowlng non-synthetic substences may not be used In organic aop produdlon: 
ca) Ash from manure burning 
(b) Arsenic 
(e) Lead salts 
(d) Sodium lluoa1uminate (mined) 
ce> StrychnIne 
(f) Tobacco dust (nicotine sulfate) 
(g) PotassIum chloride· unless derived from a mined IIOIJRlIt and applad In a I11III._ that 
minimizes chloride acc:umuIation In the soil. 
(h) Sodium nitrata - unless use is restricled to no more than ~ of the c:rop's toIBI .iboge .. 
requirement. 
O)-(Z) [Reserved] 

1205.603 Synthetic substances allowed for use in organic lIva.1ock prvductfon. 
In ac:cordanca with ren idions specified In this section the following &yIiH i8IIc: substanc:es 
may be used In organic livestock production: 
ca) As disinfectants, sanitizer, and medical traatmenta as applicable 

(1) Alcohols 
(I) Ethenol- dislnfec:lant and sanitizer only, prohibited as a feed additive 
00 Isopropanol - disinfectant only 

(2) Aspirin· approved for health care use to reduce ililla"mation 
(3) Chlorine materials - disinfecting and sanitizing facilities and equipment. Residual 
chlorine levels In the water shall not exceed the maximum residual cflSinfectant limit 
under the Safe Drinking Walal Ad 

(i) Calcium hypochlorite 
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(ii) Chlorine dioxide 
(iii) Sodium hypochlorite 

(4) Chlorohexidine - Allowed for surgical procedures conducted by a veterinarian. 
Allowed for use as a teat dip when alternative germicidal agents and/or physical 
barriers have lost their effectiveness 
(5) Electrolytes - without antibiotics 
(6) Glucose 
(7) Glycerin - Allowed as a livestock teat dip, must be produced through the 
hydrolysis of fats or oils 
(8) Iodine 
(9) Hydrogen peroxide 
(10) Magnesium sulfate 
(11) Oxytocin - use in postparturition therapeutic applications 
(12) Parasiticides 

• Ivermectin - prohibited in slaughter stock, allowed in emergency treatment 
for dairy and breeder stock when organic system plan-approved 
preventive management does not prevent infestation. Milk or milk 
products from a treated animal cannot be labeled as provided for in 
subpart D of this part for 90 days following treatment. In breeder stock, 
treatment cannot occur during the last third of gestation if the progeny will 
be sold as organic and must not be used during the lactation period of 
breeding stock. 

(13) Phosphoric acid - allowed as an equipment cleaner, Provided, That, no direct 
contact with organically managed livestock or land occurs. 
(14) Biologics 

Vaccines 

(b) As topical treatment, extemal parasiticide or local anesthetic as applicable. 
(1) Iodine 
(2) lidocaine - as a local anesthetic. Use requires a withdrawal period of 90 days 
after administering to livestock intended for slaughter and 7 days after administering 
to dairy animals 
(3) Ume, hydrated - (bordeaux mixes), not permitted to cauterize physical alterations 
or deodorize animal wastes. 
(4) Mineral oil - for topical usa and as a lubricant 
(5) Procaine - as a local anesthetic. use requires a withdrawal period of 90 days after 
administering to livestock intended for slaughter and 7 days after administering to 
dairy animals 
(6) Copper sulfate 

(el As feed supplements 
Milk replacers - without antibiotics, as emergency use only, no non-milk products or 
products from BST treated animals 

Cd) As feed additives 
(1) Trace minerals, used for enrichment or fortification when FDA approved. 
including: 

(I) Copper sulfate 
(Ii) Magnesium sulfate 

(2) Vitamins. used for enrichment or fortification when FDA approved 

(e) As synthetic inert ingredients as classified by the Environmental Protection Agency 
(EPA). for use with non-synthetic substances or a synthetic substances listed in this section 
and used as an active pesticide ingredient in accordance with any limitations on the use of 
such substances. 
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EPA Ust 4 - Inerts of Minimal Concern. 
(f}(z) [R8SeIVed] 

• 205.604 NoIMIynthetic substances prohlblled for ..... In organic hlstoclc 
production. 
The foUowing non-synthetlc substances may not be used in organic livestock pn:Iduc:tion: 
(a) Sl!ychnine 
(bHz) [R8SeIVed] 

• 205.605 Nonagrlcullural (non-organlc) substances allowed _ ingredients In or on 
processed products labeled _ "organic" or "made with organic (apeciflad Ingiedllia 
or food group(s»). n 

The foUowing nonagricultural substances may be used as ingAMIants in or on processed 
products labeled as "organic" or "made with organic (specified ingredienbs or food group(s)r 
only in accordance with any restrictions specified in this section. 
(a> Non-synthetics allowed: 

(1) Acids 
(i) Alginic 
(i) CItric - produced by microbial fennentation of carbohydrate substances 
(iii) \.actic 

(2) Bentonite 
(3) calcium carbonate 
(4) calcium chloride 
(5) Colors, non-syn1heIlc sources only 
(6) Dairy cultures 
(7) Diatomaceous earth • food filtering aid only 
(8) Enzymes • must be derived from edible, nontoxic: plantS, nonpa1hogenic fw'Igi, or 
nonpathogenic bad8rIa 
(9) RaVOrl, non-synthetic sources only and must not be produced using synlhetlc 
solvents and carrier sysIemS or any artificial preHMllive. 
(10) KaolIn 
(11) Magnesium sulfate, non-syltIhetic sources only 
(12) Nitrogen • oiI-free grades 
(13) Oxygen. oiI-free grades 
(14) Perlite· for use only as a filler aid in food processing 
(15) PoIassium chIoIide 
(16) PoIassium iodide 
(17) Sodium bicafbonale 
(18) Sodium carbonate 
(19) Waxes • non-syn1heIlc 

(i) Cernauba wax 
(II) Wood rasin 

(20) Yeast - non-synthetlc. growth on petrochemical subsIraIe and suIIIe ..... 1quor 
is prohibited 

(i) Autolysale 
(II) Bakers 
(iii) Bre:J8r1 
(IV) Nutritional 
(It) Smoked· non-syn1heIlc smoke flavoring process must be documenIed. 

(b) Synthetics allowed: 
(1) Aiginales 
(2) Ammonium bicarbonate - for use only as a leavening agent 
(3) Ammonium carbonate - for use only as a leavening agent 
(4) Ascorbic acid 
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(5) Calcium citrate 
(6) Calcium hydroxide 
(7) Calcium phosphates (monobasic, dibasic, and tribasic) 
(8) Carbon dioxide 
(9) Chlorine materials - disinfecting and sanitizing food contact surfaces, Except, 
That, residual chlorine levels in the water shall not exceed the maximum residual 
disinfectant limit under the Safe Drinking Water Act. 

(i) Calcium hypochlorite 
(ii) Chlorine dioxide 
(iii) Sodium hypochlorite 

(10) Ethylene - allowed for postharvest ripening of tropical fruit 
(11) Ferrous sulfate - for iron enrichment or fortification of foods when required by 
regulation or recommended (independent organization) 
(12) Glycerides (mono and dO - for use only in drum drying of food 
(13) Glycerin - produced by hydrolysis of fats and oils 
(14) Hydrogen peroxide 
(15) Lecithin - bleached 
(16) Magnesium carbonate - for use only in agricultural products labeled "made with 
organic (specified ingredients or food group(s»," prohibited in agricultural products 
labeled "organic" 
(17) Magnesium chloride - derived from sea water 
(18) Magnesium stearate - for use only in agricultural products labeled "made with 
organic (specified ingredients or food group(s»," prohibited in agricultural products 
labeled ·organic" 
(19) Nutrient vitamins and minerals, in accordance with 21 CFR 104.20, Nutritional 
Quality Guidelines For Foods 
(20) Ozone 
(21) Pectin (Iow-methoxy) 
(22) Phosphoric acid - cleaning of food-contact surfaces and equipment only 
(23) Potassium acid tartrate 
(24) Potassium tartrate made from tartaric acid 
(25) Potassium carbonate 
(26) PotaSSium citrate 
(27) Potassium hydrOxide - prohibited for use in lye peeling of fruits and vegetables 
(28) Potassium iodide - for use only in agricultural products labeled "made with 
organic (specified ingredients or food group(s»," prohibited in agricultural products 
labeled "organic' 
(29) Potassium phosphate - for use only in agricultural products labeled "made with 
organic (specific ingredients or food group(s»," prohibited in agricultural products 
labeled "organic" 
(30) Silicon dioxide 
(31) Sodium citrate 
(32) Sodium hydroxide - prohibited for use in lye peeling of fruits and vegetables 
(33) Sodium phosphates - for use only in dairy foods 
(34) Sulfur dioxide - for use only in wine labeled "made with organic grapes," 
Provided, That, total sulfite concentration does not exceed 100 ppm. 
(35) Tocopherols - derived from vegetable oil when rosemary extracts are not a 
suitable alternative 
(36) Xanthan gum 

(cHz) [Reserved] 
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§ 205.606 Non-organicaly produced agricultural products aIowad .. ingredients In or 
on processed products labeled .. organic or made with organic IngniClleids. 
The following non-organically produced agricull\.nl products may be used as ingredients in 
or on processed products labeled as ·organic" or "made with organic (specified ingredients 
or food group(s»· only in accordance with any restrictions speeified in this sadion. 

Any non-organlcally produced agricultural product may be used in acconfance with lie 
raslJictions speeified In this section and whan the product is not commen:iaIIy available in 
organic fonn. 
(a> Cornstarch (native) 
(b) Gums - water &Xbaded only (arabic, guar, locust bean, carob bean) 
(e) Kalp • for usa only as a thickener and dietary supplement 
(d) Lecithin - unbleached 
(a) Pectin (high-methoxy) 

• 205.607 Amending the National list. 
(a) Any person may petition the National Organic Standard Board for the purpose of having 
a substance evaluated by the Board for recommandation to the Seaetaiy for IndusIon on or 
deletion from the National Ust in accordance with the Act. 

(b) A person petitioning for amendment of the National Ust should request a copy of lie 
petition procedures from the USDA at lie address in § 205.607(e). 

(e) A petition to amend the National Ust must be submitted to: Program Manager, 
USDAlAMSlTMPJNOP, Room 2945, South Building, P.O. Box 98458, washington, DC 
20090-6456. 
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state Organic Programs 
The Act provides that each State may implement an organic program for agricultural 
products that have been produced and handled within the State. using organic methods that 
meet the requirements of the Act and these regulations. The Act further provides that a State 
organic program (SOP) may contain more restrictive requirements for organic products 
produced and handled within the state than are contained in the National Organic Program 
(NOP). All SOP's and subsequent amendments thereto must be approved by the Secretary. 

A State may have an SOP but not have a State certifying agent. A State may have a state 
certifying agent but no SOP. Finally. a State may have an SOP and a State certifying agent. 
In all cases. the SOP's must be approved by the Secretary. In all cases, the State certifying 
agent must apply for and receive accreditation to certify organic production or handling 
operations pursuant to subpart F. 

In States with an approved SOP. the SOP's goveming State official is responsible for 
administering a compliance program for enforcement of the NOP and any more restrictive 
requirements contained in the SOP. The SOP governing State officials may review and 
investigate complaints of noncompliance involving organic production or handling operations 
operating within their State and, when appropriate, initiate suspension or revocation of 
certification. The SOP goveming State officials may also review and investigate complaints 
of noncompliance involving accredited certifying agents operating within their State. They 
must report the findings of any review and investigation of a certifying agent to the NOP 
Program Manager along with any recommendations for appropriate action. States that do 
not have an SOP will not be responsible for compliance under the NOP. except that an 
accredited State certifying agent operating within such State will have compliance 
responsibilities under the NOP as a condition of its accreditation. 

The sections covering SOP's. beginning with section 205.620, establish: (1) the 
requirements for an SOP and amending such a program and (2) the process for approval of 
an SOP and amendments to the SOP's. Review and approval of an SOP will occur not less 
than once during each 5-year period. Review related to compliance matters may occur at 
anytime. 

Description of Regulations 
State Organic Program Requirements 
A State may establish an SOP for production and handling operations within the State that 
produces and handles organic agricultural products. The SOP and supporting 
documentation must demonstrate that the SOP meets the requirements for organic 
programs specified in the Act. 

An SOP may contain more restrictive requirements governing the production and handling of 
organic products within the State. Such requirements must be based on environmental 
condHions or specific production or handling practices particular to the State or region of the 
United States, which necessHates the more restrictive requirement. More restrictive 
requirements must be justified and shown to be consistent with and to further the purposes 
of the Act and the regulations in this part. Requirements necessitated by an environmental 
condition that is limited to a specific geographic area of the State should only be required of 
organic production and handling operations operating within the applicable geographic area. 
If approved by the Secretary, the more restrictive requirements will become the NOP 
regulations for organic producers and handlers in the State or applicable geographical area 
of the State. All USDA-accredHed certifying agents planning to operate wHhin a State with an 
SOP will be required to demonstrate their ability to comply with the SOP's more restrictive 
requirements. 
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No provision of an SOP shall discriminate against organic agrk:uItt.nI p!Oduds prodIad by 
production or handling operations C8I'tified by certifying agents acaediled or accepl8d by 
USDA pursuant to secIlon 205.500. Specifically, an SOP may not dI&CIlminate against 
agricultural commodities organically prodUced in other Stales in accotdance wIIh the Ad and 
the regulations in this part Further, an SOP may not discriminate against agIicuIluraI 
commodities organically prodUced by production or handling operations C8I'tified by I'onaign 
certifying agents operating under: (1) standards determined by USDA to meet the 
requirements of this part or (2) an equivalency agreement negotiated between the United 
States and a foreign govemmenl 

To receive approval of its SOP, a State must assume enforcement obligations in the State 
for the requirements of this part and any more res1ricllve requirements included in the SOP 
and approved by the Secretary. Specifically, the State must ensure compliance wIIh the Act, 
the regulations in this part, and the provisions of the SOP by certified production and 
handling operations operating wIIhin the State. The SOP must Include compliance and 
appeals procedures equivalent to those provided for under the NOP. 

An SOP and any amendments thereto must be approved by the Seaelai" prior to 
Implementation by the Stale. 

State Organic Pr"ognun AppI'oWI Procell 
An SOP and subsequent amendments thereto must be submiUed to the Sec:nI1ary by the 
SOPs govemiltg Stale official for approval prior to impIenIei~. A request fOr approval of 
an SOP must contain supporting materials that include statutory authorities, ptogl_n 
descripIionI. documentation of environmental or ecological conditions or speciIic prodIlCIion 
and handling practices particular to the Stale which necessitate mont restlicti .. 
requirements than the requirements of this part, and other Information as may be requiIed by 
the Secretary. A request for amendment of an approved SOP must contain sllPllortlllg 
materials that include an explanation and documentation of the environmental or ecoIoQicaI 
conditions or specific production precllces particular to the Stale or region, which necessitate 
the proposed amendment. Supporting material also must explain how the PI •• elf 
amendment furthers and is consistent wIIh the purposes of the Ad and the regulations in this 
part. 

Each request for approval of an SOP or amendment to an SOP and Its supporting nllltedllla 
and documentation will be revIe\¥ed for compliance wIIh the Ad and Ihese regulations. 
Within 6 mOllths of receiving fie request for approval, fie Secretary wiI notify the SOPs 
governing State official of approval or disapproval. A disapproval wil include the nIIISOI'II for 
disapproval. A State receiving a noIice of disapproval of its SOP or amendment to Its SOP 
may submit a revised SOP or amendment to Its SOP at any time. 

RevIew of State Organic PnIgi __ 
SOPs wiI be reviewed at least once every 5 years by the Seaelaiy as requiIed by S«OIiDn 
6507(c)(1) of the Act. The Secretary wil notify the SOPs goveming Stale ofIicIaI of appn:MII 
or disapproval of the program wIIhin 6 months after initiation of the review. 

State Organic Pn:IgraIM • Changes Based on Comnw;. 
This portion of subpart G dIffera from the proposal in several respects as follows: 
(1) Publication of SOPs and Consideration of PubrlC Comments. Some COII.II8I ..... assert 
that the USDA should not publish SOP provisions for public comment in the FecIenII 
Reglstar. These commenters argued that It is not appropriate for the NOP to have 
nonresidents commenting on a particular Stale program as nearly .. Stales have a 
mechanism to ensure full publiC participation in their regulation promulgation. They believe 
the comment process set forth in the proposed rule is a redundant and unacceptable 
intrusion on Stale sovareignty. 
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We will not publish for public comment the provisions of SOP's under review by the 
Secretary in the Federal Register. We have removed the provision from this final rule, 
described in section 205.621 (b), requiring the Secretary to publish in the Federal Register for 
public comment a summary of the SOP and a summary of any amendment to such a 
program. Alternatively, we will announce which SOP's are being reviewed through the NOP 
website. The NOP will issue public information notices that will announce each approved 
SOP and any approved amendments to an existing State program. The notices will identify 
the characteristics of the approved State program that warranted the more restrictive organic 
production or handling requirements. We also will include a summary of the new program on 
the NOP website. 

(2) NOP Oversight of SOP's. Several commenters stated that, in the proposed rule, the 
provisions did not provide a comprehensive deSCription of organic programs operated by 
States that would be under NOP authority. Some commenters implied that the proposed rule 
would only include States with organic certification programs, while other commenters 
inquired whether the sections 205.620 to 205.622 included other SOP activities beyond 
certification. 

To address the commenters' concerns, we have modified the section heading by adding the 
term, ·organic,· and removing the term, ·certification." from the description and definition of 
SOP's. We have taken this action to clarify that, while certification is one component of the 
requirements, it does not define the extent of evaluation of State programs that will be 
conducted by the NOP. SOP's can choose not to conduct certification activities under their 
existing organic program. Stale programs whose provisions fall within the scope of the 
eleven general provisions described in the Act (7 U.S.C. 6506) will require Departmental 
review. 

States may conduct other kinds of organic programs that will not need review and approval 
by the NOP. Examples of these other programs may include: organic promotion and 
research projects, marketing; transition assistance or cost share programs, registration of 
State organic production and handling operations, registration of certifying agents operating 
within the State, or a consumer referral program. The NOP will not regulate such State 
activities. Such programs may not advertise, promote, or otherwise infer that the State's 
organic products are more organiC or better than organic product produced in other States. 
Such programs and projects would be beyond the scope of this national program and will not 
be subject to the Secretary's review. 

Stale OrganiC Programs. Changes Requested But Not Made 
(1) Limitations on SOP More Restrictive Requirements. Commenters expressed concern that 
limiting a State's ability to craft a regulation designated as a more restrictive requirement to 
environmental conditions or specific production and handling practices would hinder the 
ongoing development of SOP's. They were concerned that any State legislation modifying 
the SOP would need to be preapproved by the Secretary. 

We have retained the provision limiting the scope of more restrictive requirements States 
can include in their organic program as described in section 205.620{c). We believe the 
language contained in the provision is broad enough to facilitate the development of SOP's 
without hindering development or State program implementation and enforcement. Section 
6507{b){1) of the Act provides that States may establish more restrictive organic certification 
requirements; paragraph (b)(2) establishes parameters for those requirements. More 
restrictive SOP requirements must: further the purposes of the Act, be consistent with the 
Act, not discriminate against other State's agricultural commodities, and be approved by the 
Secretary before becoming effective. We expect that a State's more restrictive requirements 
are likely to cover specific organic production or handling practices to address a State's 
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specific environmental conditions. The Secretary will approve State's requests for more 
restrictive State requirements that are consistent with the purposes of the Act. HooJ8\l8f, .. 
believe requests from States for more restrictive requirements will be rant. AIIhough SOPs 
can impose additional requirements, .. believe States will be reluctant 10 put their program 
participants at a competiIive disadvantage when compared 10 producers and handlers in 
other States absent compelling environmental conditions or a compemng need for special 
production and handling practices. V\Jhile preapproval of State legislation modifying en 
existing SOP is not required, the NOP envisions a dose c:onsuItatIon with States with 
existing programs 10 ensure consistency with the final Nle. 

(2) SOp Enforcement Obligations. Some commenters expressed concam about States 
having adequate resources available 10 ImpJement ellfolcement activities that they .. 
obligated 10 conduct under the NOP. A few of these commenters argue that the a.rorcelllait 
obligation will result In their State programs being discontinued. A few c:ommenters cited a 
lack of federal funding 10 support State enforcement obligations and suggested the NOP 
provide funding for enforcement ac:IivitJes. 

The proposed NIe indicated that States with organic programs must assume enfolcelillOt 
obligations for this regulation within their State. We have retained this a.'''"cement obIIgatioI. 
in section 205.620(d). Many States currently have organic programs with the kind fi 
comprehensive enforcement end compfl80C8 mechanisms necessary for implementinG IIIfI'/ 
Stale regulatory program. Assuming those enforcement ac:IivitJes are consistant with the 
NOP, this final Nle adds no additional regulatory burden 10 the SOPs. The costs assodaIed 
with the enfolt:ement aclivltles of an approved SOP should be similar 10 the enforcement 
costs associated with the exisllng State program. Additional clarification fi SOP 8I,1'ortement 
obligationS is in the Accreditation, Appeals, and Compliance preamble discussions. 

(3) SOP Evaluation Notlicalion Period. A few commelllel'lindicated that the SOP review 
and decision notification period desaibed in section 205.621(b) of the PlopoNd RIa could 
hinder a State's abil"1ty 10 develop or implement an SOP. These comma .1eI'I citad poleI dial 
cases in which particular States have requirements for regulatory promuIgaIIon that must 
occur within 6 months under a State legislative session that is held once fN8FJ 2 ,..... 
These commenters suggested the NOP should reduce the I'IOtif"IC8Iion time 10 110 3 monIh$. 
We disagree with the commenters. In the proposed NIe in section 205.621 (b), the Seta ... , 
is required 10 notif)' the SOPs governing State official within 6 months fi receipt fi 
submission of documents and information regarding the approval of the SOP. We have 
retained this time period. We will review SOP applications as quiddy as POSIIble and will 
andeavor 10 make decisions in lass than 6 month! whenever possible. However, some 
SOP's may be very complex and require more review time. The HOP envisions waki. 
closely with the States and State officials 10 ensure a smooth transIIIon 10 the requirements 
of this final N1e. 

State 0rpnIc PttIg ...... - CIarIIIcatIons 
(1) Piscr!m!nation AgaInst Organic produc!s. Several c:ommenters nIqI.Med the adcIIIon fi 
a provision prohibiting an SOP from discriminating against agricuIIureI conl'lildIieS 
organically producad In other States. Disaimination by a State against cxganicaIy produced 
agricuIIuraJ productl produced in another State is prevented in two ways. F"nt. any CHg80ic 
program administared by a State must meet the requirements for organic pRlglBIIIS specified 
in the Act and be approved by the Secretary. Finally, a USDA-ac:cnIditad CI8I1ifying agent 
must accept the C8i1ificatIon decisions mede b, another USDA-acaadltad certifying agent as 
its own. 

(2) P0t8ntial Dupr!C8tion Between the Acqeditation and SOP Reyiew Process. Some 
commenters asked about possible duplication between the process for reviewing SOP's and 
the process of accreditation review. These commenters have asked the NOP 10 eliminate 

177 



any duplication that may exist between the two review processes. The NOP will be 
conducting a review process for SOP's and a separate review process for accrediting State 
and private certifying agents. The two reviews are different. The SOP review is the 
evaluation of SOP compliance with the Act and the NOP regulations. If approved, the SOP 
becomes the NOP standards for the particular State with which aU certifying agents 
operating in that State must comply. Approved SOP's must be in compliance with the Act 
and the NOP regulations. They cannot have weaker standards than the NOP. States can 
have more restrictive requirements than the NOP if approved by the Secretary. 

The accreditation review is an evaluation of the ability of certifying agents to carry out their 
responsibilities under the NOP. This review is a measure of the competency of certifying 
agents to evaluate compliance to national organic standards. Certifying agents will not be 
unilaterally establishing regulations or standards related to the certification of organiC 
products. They will only provide an assessment of compliance. 

Thus, SOP reviews and accreditation reviews are separate evaluations of different 
procedures. We acknowledge some of the information for the two evaluations may be 
similar; e.g., compliance procedures. The reviews do not duplicate the same requirements. 
However, the NOP enviSions working with States to ensure documentation is not duplicated. 

(3) Scope of Enforcement by States. A number of State commenters have requested 
clarification on the proposed rule provision specifying that approved SOP's must assume 
enforcement obligations in their State for the requirements of the NOP and any additional 
requirements approved by the Secretary. These commenters have indicated that they 
remain uncertain as to what is expected by the term, "enforcement obligation." 

Approved SOP's will have to administer and provide enforcement of the requirements of the 
Act and the regulations of the NOP. The administrative procedures used by the State in 
administering the approved SOP should have the same force and effect as the procedures 
use by AMS in administering this program. This final rule specifies that the requirements for 
environmental conditions or for special production and handling practices are necessary for 
establishing more restrictive requirements. These factors establish our position that a State 
must agree to incurring increased enforcement responsibilities and obligations to be 
approved as an SOP under the NOP. For instance, a State with an approved organic 
program will oversee compliance and appeals procedures for certified organic operations in 
the State. Those procedures must provide due process opportunities such as rebuttal, 
mediation, and correction procedures. Once approved by the Secretary, the State goveming 
official of the SOP must administer the SOP in a manner that is consistent and equitable for 
the certified parties involved in compliance actions. 

(4)SOP's That Do not Certify and NOP Oversight. A few commenters requested that the 
NOP develop new provisions to include State programs that have organic regulations but do 
not conduct certification activities. These commenters argue that any SOP that has a 
regulatory impact on organic producers, regardless of whether or not the program includes 
certification, be approved by the Secretary. This regulation, in section 205.620(b), provides 
for NOP oversight of SOP's that do not conduct certification activities. 

(5) State's Use of Private Certifying Agents. Some commenters have requested that the 
NOP provide clarification of the proposed rule sections 205.620 through 205.622 on how 
these sections will affect States that delegate certification activities to private certifying 
agents. These commenters asked how the NOP intends to oversee this type of State 
activity. 

The NOP intends to give considerable latitude to States in choosing the most appropriate 
system or procedures to structure their programs. This may include a State establishing its 
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own certifying agent or relying on private certifying agents. However, States will not be 
accrediting certifying agents operating in their State. Ac:creditation of aI certifying agents 
operating in the United States is the responsibility of USDA. Establishment of a single 
national accreditation program is an essential part of the NOP. As stated elsewhent in this 
final Nle, any ac:crediIaIion responsibilities of a State's current organic program will cease 
with implementation of this program. Pursuant to the Compliance provisions of this s.1bpart, 
the governing State official charged with comprtanee oversight under the SOP may 
investigate and notify the NOP of posstJle compliance YioIatIons on the part of certifying 
agents opeIBting in the State. However, the State may not pursue compliance actionS or 
remove accreditation of any certifying agent accnKlited by the Secretary. That authOrity is 
the sole responSIbility of the Seaetary. If more restric:tive State requirements are approved 
by the Seaetary, we will review certifying agent qualifications in the State, as pnNided by 
section 205.501(8)(20), and datermine whether they are able to certify to the approved, more 
restridive requirements. Our accreditation responsibilities include oversight of both State 
and private certifying agents, including any foreign certifying agents that may opei ate In a 
State. 
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State Organic Programs 

§ 205.820 Requirements of State organic programs. 
(a) A State may establish a State organic program for production and handling operations 
within the State which produce and handle organic agricultural products. 

(b) A State organic program must meet the requirements for organic programs specified in 
the Act. 

(c) A State organic program may contain more restrictive requirements because of 
environmental conditions or the necessity of speCific production or handling practices 
particular to the State or region of the United States. 

(d) A State organic program must assume enforcement obligations in the State for the 
requirements of this part and any more restrictive requirements approved by the Secretary. 

(e) A State organic program and any amendments to such program must be approved by the 
Secretary prior to being implemented by the State. 

§ 205.621 Submission and determination of proposed State organic programs and 
amendments to approved State organic programs. 
(a) A State organic program's governing State official must submit to the Secretary a 
proposed State organic program and any proposed amendments to such approved program. 

(1) Such submission must contain supporting materials that include staMory 
authorities, program description, documentation of the environmental conditions or 
specific production and handling practices particular to the State which neceSSitate 
more restrictive requirements than the requirements of this part, and other 
information as may be required by the Secretary. 

(2) SubmiSSion of a request for amendment of an approved State organic program 
must contain supporting materials that include an explanation and documentation of 
the environmental conditions or specific production and handling practices particular 
to the State or region, which necessitates the proposed amendment. Supporting 
material also must explain how the proposed amendment furthers and is consistent 
with the purposes of the Act and the regulations of this part. 

(b) Within 6 months of receipt of submission, the Secretary will: Notify the State organic 
program's governing State official of approval or disapproval of the proposed program or 
amendment of an approved program and, if disapproved, the reasons for the disapproval. 

(c) After receipt of a notice of disapproval, the State organic program's governing State 
offICial may submit a revised State organic program or amendment of such a program at any 
time. 

§ 205.822 Review of approved State organic programs. 
The Secretary will review a State organic program not less than once during each 5-year 
period following the date of the initial program approval. The Secretary will notify the State 
organic program's goveming State official of approval or disapproval of the program within 6 
months after initiation of the review. 
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Subpart G - Fees 
This portion of subpart G sets forth the regulations on fees and other charges to be 
assessed tor ac:creditation and certifi<:ation services under the National Organic Program 
(NOP). These regulations address the kinds of fees and charges to be assessed by the U.S. 
Department of Agriculture (USDA) tor the accracrrtation of cartifying agents. the level of such 
feas and charges. and the payment of such fees and charges. These regulations also 
address general requiremants to be mat by cartIfying agents in assessing fees and other 
charges for the certification of producers and handlers as cer1ifiad organic operations. 
Anally. these regulations address the Secratary's oversight of a cartifying ageilt's fees and 
chargas for certifi<:ation services. 

Description of Regulation 
Fees and Other Charges for Accreditation 
Fees and other charges wiD be assessed and collected from appIcants tor inIIiaI 
ac:creditation and ac:credited certifying agents submitting annual reports or seeking raneJAII 
of accreditation. Such fees will be equal as nearly as may be to the cost of the acaedllalion 
services rendered under these regulations. Fees-tor-service will be based on the time 
required to render the service provided calCulated to the nearest 15-minute period. ActIviIieI 
to be bIJIad on the basis of time used include the review of applications and accompanying 
documents and information, evaluator travel, the COnduCt of on-site evaluations, review of 
annual reports and updated documents and Information, and the preparation of reports and 
any other documants in connection with the performance of service. The houIty rate wII be 
the same as that charged by the Agricultural Marketing SaIVic:e (AMS). hough Its Qually 
System Certification Program, to cerllllcation bodias requesting cOliformlty assessment to 
the International Organization tor Standardization "General Requiraments for Bodies 
Operating Product Cartification Systems" (ISO Guide 65). 

Applicants tor inillal ac:creditation and accredited cartifyIng agents submitting annual reports 
or seeking renewal of ac:creditation during the first 18 months following the affedive date of 
subpart F wil receive service without incurring an hourly charge tor such service. Applicants 
tor initial ac:creditation and renewal of accracrrtation must pay at the time of application, 
affective 18 months following the affecllve data of subpart F. a nonrefI.IndabIe fee of 
$500.00. This fee wiD be appDad to the applicanfs fees-for-service account. 

When service is requested at a place so distant from the evaIuator's headquarters that a 
total of one-half hour or more is required for the evaluator(s} to travel to such • place and 
back to the headquarters or from a place of prior assigrment on circuitous routing recp;ng a 
total of one-half hour or more to travel to the next place of assigmIent on the c:in:ulllous 
routing, the charge tor such service will include aI applicable travel charges. Travel charges 
may include a mileage charge admInis1raIIvely determined by USDA, travel tolls, or, when 
the travel is made by public transportation fll1Cluding hired vehidas), a fee equal to the actual 
cost thereof. If the service is provided on a circuitous routing, the travel charges wII be 
prorated among aI the applicants and certifying agents funlished the seMce involved. 
Travel charges will become effecIIye for aU applicants tor initialacaedllallon and acaediI&d 
certifying agents on the elfectlve data of subpart F. The applicant or carIifyIng agent wII not 
be charged a new mileage rate without notification befoIethe seMce is rendered. 

When service is requested at a place away from the evaIuator's headqt.atln, the fee for 
such service shall include a per diem charge If the empIoyee(s} performing the service is 
paid per d'1eIII in accordance with existing travel regulations. Per Diem charges to appIkadS 
and certifying agents Will cover the serna period of time for which the evaluator(s) recaiYas 
per diem reimbursement The per diem rate Will be adminisbali.eIy determined by USDA. 
Per Diem chargas shall become affective for all apprlC8nts tor initial ac:crednation and 
accredited cartifyIng agents on the affective data of subpart F. The applicant or carIifyIng 

181 



agent will not be charged a new per diem rate without notification before the service is 
rendered. 

When costs, other than fees-for-service, travel charges, and per diem charges, are 
associated with providing the services, the applicant or certifying agent wi" be charged for 
these costs. Such costs include but are not limited to equipment rental, photocopying, 
delivery, facsimile, telephone, or translation charges incurred in association with 
accreditation services. The amount of the costs charged will be determined administratively 
by USDA. Such costs will become effective for all applicants for initial accreditation and 
accredited certifying agents on the effective date of subpart F. 

Payment of Fees and Other Charges 
Applicants for initial accreditation and renewal of accreditation must remit the nonrefundable 
fee along with their application. Remittance must be made payable to the Agricultural 
Marketing Service, USDA, and mailed to: Program Manager, USDA-AM5-TMP-NOP, Room 
2945-South Building, P.O. Box 96456, Washington, DC 20090-6456 or such other address 
as required by the Program Manager. All other payments for fees and other charges must be 
recaived by the due date shown on the bill for Collection, made payable to the Agricultural 
Marketing Service, USDA, and mailed to the address provided on the bill for collection. The 
Administrator will assess interest, penalties, and administrative costs on debts not paid by 
the due date shown on a bill for collection and collect delinquent debts or refer such debts to 
the Department of Justice for litigation. 

Fees and Other Charges for Certification 
Fees charged by a certifying agent must be reasonable, and a certifying agent may charge 
applicants for certification and certified production and handling operations only those fees 
and charges that it has filed with the Administrator. The certifying agent must provide each 
applicant with an estimate of the total cost of certification and an estimate of the annual cost 
of updating the certification. The certifying agent may require applicants for certification to 
pay at the time of application a nonrefundable fee that must be applied to the applicant's 
fees-for-service account. A certifying agent may set the nonrefundable portion of certification 
fees; however, the nonrefundable portion of certification fees must be explained in the fee 
schedule submitted to the Administrator. The fee schedule must explain what fee amounts 
are nonrefundable and at what stage during the certification process the respective fees 
become nonrefundable. The certifying agent must provide all persons inquiring about the 
application process with a copy of its fee schedule. 

Fees - Changes Based on Comments 
This subpart differs from the proposal in the following respects: 
Nonrefundable Portion of Certification Fees. Commenters were not satisfied with the 
prOVision in section 205.642 that stated, "The certifying agent may require applicants for 
certification to pay at the time of application a nonrefundable fee of no more than $250.00, 
which shall be applied to the applicant's fee for service account." Some commenters 
believed we were requiring the certifying agents to bill fees for inspection services 
separately. One State agency expressed a concem that we were plaCing a limit on the initial 
fee the certifying agent could collect. As a result, the State agency commented that by not 
being allowed to collect the full certification fee at the time of application, the certifying agent, 
in effect, would be extending credit to the applicant. Commenters reported that some State 
agencies are prevented by statute from extending credit and are required to collect all fees 
at the time of application. Several commenters stated that the amount of $250.00 was too 
low and would not cover the costs the certifying agents could incur during the certification 
process. One organization noted that we should consider prorating the amount of the fee to 
be refunded when an applicant for certification withdraws before the completion of the 
certification process. The organization recommended that the amount of the prorated fee 
should be based on how far along in the certification process the applicant had progressed 
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before withdrawal. Another convnenter believed it was inapplUpriate for USDA to set any 
fees for private certification programs and that !he fees should be market driven. 

it was not our intent to limit !he initial amount that certifying agents could coIaet from the 
applicant for certification. Our intent was to limit the portion of the fee that would be 
nonrefundable in order to reduce !he potential liability for the smaI producerIhandIe who 
may need to withdraw prematurely from the certification process. However, we acknowledge 
that this provision could be misinterpreted. We also realize that certifying agents may incur 
initial costs during the preliminary stage of the certification process that may be more or lesS 
than the $250.00 appliCation rete proposed. As a result, we have removed the provision that 
stated certifying agents could collect a nonrefundable fee of not more than $250.00 at the 
time of application from applicants for certification. 

Certifying agents may set the nonrefundable portion of their certIIIcation fees. HcIwe'Ier, the 
nonrefundable portion of their certification fees must be explained in the fee schedule 
submitted to !he Administrator. The fee schedule must explain what fee amounts ant 
nonrefundable and at what stage during !he certIIIcation process the respective fees beCOme 
nonrefundable. Certifying agents will also provide all persons inquiring about the 8flt)IicatioI1 
process with a copy of its fee schedule. 

Fees - Changes Requeeted But Not Made 
This subpert retains from the proposed rule reguJetions on which we received comments as 
follows: 
(1) Farm SubsidvlTranslllon Program. Many cornmenters asked that USDA subsillze or 
develop a cost-share program for sman fannersIproduce who ant certified or who ant in 
transition to organic farming. Some commenters wanted these costs to be fuIy subsidized; a 
few commanters suggested that USDA pay for any extra site visit costs; and many otherI 
wanted USDA to pay premium prices to farmers for their products during the period of 
transition to organic production. In addition, many cornmenters argued that USDA shoukI 
fully fund certification costs. Finally, many commenters suggested that the USDA shoukI 
provide additional financial support to the organic industly because the industIy Is I alalidly 
young and composed of a Jerga number of sman, Jow..resource businesses. 

We have considered the commentars requests but have not made the sugges1ad changes. 
The HOP under AMS Is primarily a user-fee based Federal program. Sedion 2107(8)(10) of 
the Organic Food Production Ad of 1990 (OFPA) requires that the NOP provide for the 
conection of reasonable fees fi'om producers, cerIIfyIng agents, and handIans who paIticipraIie 
in activities to certify, produce, or handJe agricultural producta as organicaIy produced. 
Therefore, under !he statutoIy authority of OFPA, it Is outside of the scope of the HOP to 
provide for the subsidization of producers, handlers, and cer1Ifying agents as desIfad by 
some COllullenters. We have, however, astabHshed provisions in this part that we befieve wit 
minimize !he economic Impact of the HOP on producers, handlers, and cerIIfyIng agents. 

(2) Sma!! Fanner Exemption Versus I.owerCer!ification fees. Many COIIIlIIInfIIns II tgg III. Ii 
that certification fees be lowered or based on a sliding scate rather than instituting an 
exemption from certification for smaI fermers and handlers. 

We have not acoapted the commantelS' suggastion. We cannot nmlCMt the smaI railler 
exemption because section 2106(d) of !he Act requires that small farmers be provided an 
exemption fi'om organic certification if they sen no more than $5,000 annually in value of 
agricultural products. Also, certIIIcation fees cannot be lowered by USDA becai .. HOP 
under AMS is primatIJy a user-fee based federal agency. It is not OW' goal or objective to 
make 8 profit on our acaeditation activities. However, our fees associated with the 
acaeditation process ant targated towartl recovering costs Incurred during the accreditation 
process. Commenters expressed a concem that the accreditation fees charged by USDA 
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would have an impact on the certification fees prescribed by certifying agents to operetions 
seeking organic certification. We understand the commenters' concem that accreditation 
fees charged to certifying agents will most likely be calculated into the fees that certifiers 
charge their clients. However, we believe that our provision to weive the hourly service 
charges for accreditation during the first 18 months of implementation of the NOP should 
help reduce accreditation costs of the certifying agent and should, therefore, result lower 
certification fee charged by certifying agents. As provided by the Act and the regulations in 
this part, fees charged by certifying agents must be reasonable. Also, certifying agents must 
submit their fee schedule to the Administrator and may only charge those fees and charges 
filed with the Administretor. In addition, certifiers are required to provide their approved fee 
schedules to applicants for certification. Therefore, applicants for certification will be able to 
base their selection of a certifying agent on price if they choose. Moreover, there are no 
provisions in the regulations that preclude certifying agents from pricing their services on a 
sliding scale, as long as their fees are consistent and nondiscriminatory and are approved 
during the accreditation process. 

(3) Accreditation Fees. Many industry commenters suggested that we reevaluate our 
accreditation fee structure. They believe the hourly accreditation rate proposed is 
unacceptable. Commenters were concemed that high accreditation costs would lead to high 
certification costs, which would have a greater impact on small operetions. Some industry 
commenters also noted that we should be required to provide a fee schedule such as the 
certifiers are required to do. They stated that unless USDA provided a fee schedule that 
included trevel costs, they would not be able to accurately budget for these costs. A few 
commenters wanted USDA to forgo charging trevel costs or not charge !revel time at the full 
rete. Several commenters also stated that the hourly rate stated in the proposal is much 
higher than what the people who actually perform the accreditations will eam. However, a 
large majority of the commenters favored the HI-month period in which AMS will not charge 
the hourly accreditation rete to applicants. 

As stated in the proposal, the hourly rate will be the same as that of AMS' Quality Systems 
Certification Progrem. Due to the fact that AMS' Quality Systems Certification progrem 
publishes one rete that is readily available to the public, it is our belief that it is unnecessary 
for the NOP to set up a separate fee schedule. The NOP will notify accredited certifying 
agents and applicants for accreditation of any proposed rate changes and final actions on 
such rates by AMS. We will also periodically report the status of fees to the National Organic 
Standards Board. 

Those applicants and certifying agents who need accreditation cost estimates, including 
travel, for budgetary or other reasons may notify the NOP. The NOP staff will provide the 
applicant with a cost estimate, based on information provided by the applicant As stated in 
an earlier response «2) - Changes Requested But Not Made), the objective of the fee that is 
charged to accredit certifying agents is not to gain a profit for accreditation activities but to 
recover costs incurred during the accreditation process. As such, these costs include but are 
not limited to salaries, benefits, clerical help, equipment, supplies, etc. 

184 



Fees 

§ 205.640 Fees and other charges for accredltatior .. 
Fees and other charges equal es nearty as may be to the cost of the acaedllaticwll8Mces 
rendered under the regulations, including initial accreditation, review of annuaInIPOfIS, and 
renewal of aa:redltaIion, shall be assessed and collected from appl"lC8I1Is for iniUaI 
accreditation and accredited certifying agents submitting annual reports or sealting relllM" 
of accreditation in accordance with the following provisions: 

(a> Fees-for-5ervice. (1) Except as othelWise provided in this section, fees-for-service shaI 
be based on the time required to render the service provided calculatad to the nearest 15-
minute periOd, including the review of applications and ac:companying documents and 
infornlalion, evaluator travel, the conduct of on-site evaluations, review of annual reports and 
updated documents and information, and the time required to prepare reports and any other 
documents in connection with the performance of service. The howIy rate shall be lie same 
as that charged by the Agricultural Marketing Service, thn:Iugh its QualIty Systems 
Certification Program, to certification bodies requesting COllfOllllily assessment to lie 
Intematicnel Organization for Stendardization "General Requirements for BodIes Opellding 
Product Certification Systems" (ISO Guide 65). 

(2) Applicants for initial accreditation and accredlted cetIifyIng agents sublllililig 
annual reports or seeking renewal of accreditation during lie first 18 mOilUiS 
foRowing the effective dale of subpart F of this part shel receive service without 
incurring an howIy charge for service. 

(3) AppJicents for initial accreditation and renewal of accoeditalion must pay at lie 
time of appJicalion, effective 18 months foRowing the effective date of Slqat F of 
this part. a nonrefundable fee of $500.00 which shal be applied to lie applicant's 
fees-for-5elVice account 

(b) Travel charges. When service is requested at a place so dlstent from the evatuator's 
headquarters that a total of one-half hour or more is required for lie evaluator(s) to travel to 
such place and back to the headquarters or at a place of prior assignment on c:in:uIlCM.iS 
routing requiring a total of one-haIf hour or more to travel to the next place of assignment on 
the cin::uitous routing, the charge for such service shaI include a milage charge 
administratively determined by the U.S. DeparIrnent of Agricultunt and travel tolls, I 
applicable, or such travel prOIated among aI the appflC8l1ls and certifying agenta fumIIhed 
the service involved on an equitable basis or, when the travaI is made by pubic 
transportation (including hired vehicles), a fee equal to lie acIuaI cost thereof. Traval 
charges shaI become effective for aI applicanbl for initial acaedilalicM and accl1iCllled 
certifying agents on the effective dale of subpart F of thiS part The applicant or certIying 
agent will not be charged a new mileage rate without notificaUon before lie service is 
rendered. 

(e) Par Diem charges. When service is requested at a place ..., from lie evaIuaIDr's 
headquarters, the fee for such service shaI include a per diem charge if the emp/oJee(s) 
performing the service is paid per diem in accordance with exiSting travaI regulations. Par 
Diem charges to applicants and certifying agants will cover the same period of time for which 
the evaluator(s) receives per diem reimbursement The per diem rate Wll be admirdsbaUII'eIy 
determined by the U.S. DepaJ1menl of Agriculture. Par Diem charges shall become effective 
for an applicants for initial accreditation and acaediled certifying agents on the effec:INe date 
of subpart F of thiS part. The applicant or certifying agent will not be charged a new per diem 
rate without notification before the service is rendered. 
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(d) Other costs. When costs, other than costs specified in paragraphs (a), (b), and (c) of this 
section. are associated with providing the services. the applicant or certifying agent will be 
charged for these costs. Such costs include but are not limited to equipment rental, 
photocopying, delivery, facsimile, telephone, or translation charges incurred in association 
with accreditation services. The amount of the costs charged will be determined 
administratively by the U.S. Department of Agriculture. Such costs shall become effective for 
all applicants for initial accreditation and accredited certifying agents on the effective date of 
subpart F of this part. 

§ 205.641 Payment of fees and other charges. 
(a) Applicants for initial accreditation and renewal of accreditation must remit the 
nonrefundable fee, pursuant to § 205.640(a)(3), along with their application. Remittance 
must be made payable to the Agricultural Marketing Service, USDA, and mailed to: Program 
Manager, USDA-AMS-TMP-NOP, Room 2945-South Building, P.O. Box 96456, Washington, 
DC 20090-6456 or such other address as required by the Program Manager. 

(b) Payments for fees and other charges not covered under paragraph (a) of this section 
must be: 

(1) Received by the due date shown on the bill for collection; 
(2) Made payable to the Agricultural Marketing Service, USDA; and 
(3) Mailed to the address provided on the bill for collection. 

(c) The Administrator shall assess interest, penalties, and administrative costs on debts not 
paid by the due date shown on a bill for collection and collect delinquent debts or refer such 
debts to the Department of Justice for litigation. 

§ 205.642 Fees and other charges for certification. 
Fees charged by a certifying agent must be reasonable. and a certifying agent shall charge 
applicants for certification and certified production and handling operations only those fees 
and charges that it has filed with the Administrator. The certifying agent shall provide each 
applicant with an estimate of the total cost of certification and an estimate of the annual cost 
of updating the certification. The certifying agent may require applicants tor certification to 
pay at the time of application a nonrefundable fee which shall be applied to the applicanfs 
fees-tor-service account The certifying agent may set the nonrefundable portion of 
certification fees; however. the nonrefundable portion of certification fees must be explained 
in the fee schedule submitted to the Administrator. The fee schedule must explain what fee 
amounts are nonrefundable and at what stage during the certification process fees become 
nonrefundable. The certifying agent shall provide all persons inquiring about the application 
process with a copy of its fee schedule. 

§§ 205.643-205.659 [Reserved] 
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Compliance 
This portion of subpart G sets forth the enforcement procedures for the National 0Igmc 
Program (NOP). T'hese procedures describe the compliance responsibililles of the NOP 
Program Manager, State organiC programs' (SOP) governing State offic:iaIs, and State and 
private certifying agents. These provisions also address the rights of certified produdion and 
handling operations and accrecfltad certifying agents operating under the NOP. The granting 
and denial of certification and accreditation are addressed under subparts E and F. 

Description of Regulations 
The Secretary is required under the Act to review the operations of SOPs. ac::aecIilad 
certifying agents, and certified production or handling operations for compliance with the Act 
and these regulations. The Program Manager of the NOP may cerry out compIIanc:e 
proceedings and provide oversight of compliance proceedings on behalf of the Seuelaty 
and the Administrator. The Program Manager will initiate proceedings to suspend or revoke 
a certifiad operation's certification If a certifying agent or SOP's goy .. i ling State ofIIc:iaI faiJs 
to take appropriate enforcement action. The Program Manager may also initiate proceedings 
to suspend or revoke a certified operation's certification if the opeIation is found to hhe 
been erroneously certified by a certifying agent whose accrec:Iitation has been suspended or 
revoked. We anticipate, however, that most investigalions, reviews, and analyses of 
certification noncompliance and initiation of suspension or revocation 'NIl be conducted by 
the certified operation's certifying agent. With regard to certifying agents, the ProgIam 
Manager will, when appropriate, initiate proceedings to suspend or revoke the accrediIaIion 
of a certifying agent for noncompliance with the Act and these regulations. 

In States with an approved sop, the SOP's governing State ofIIc:iaI is responsible for 
administering a compfiance program for enfon:ement of the NOPISOP. SOPs governillg 
State officials may review and investigate complaints of noncomp/iance involving orgallic 
production or handling operations operating within their State and, when appropriate, illiliale 
suspension or revocation of certification. SOP's governing State offic:iaIs may also review 
and investigate complaints of noncompliance involving acaedited certifying agents opeIaIiI '" 
within their State. They must report the findings of any review and investigation of a 
certifying agent to the Program Manager along with any recommendations for appropriate 
action. 

The compliance provisions of the NOP are consistent with the raquiraments of the 
Administrative Procedure Act (APA) (5 U.S.C. 553-559) in that this progialii provides for due 
process including an opportunity for hearing, appeal procaduras, Millen notificatiolls of 
noncompliance, and opportunities to demol'lSbate or achieve compliance bafora any 
suspension or revocation of organic: cartification or acaedil1ition is invoked. A compliance 
action regarding certifICation carried out under an approved SOPs compliance Ploc.dures wi. have the same force and effect as a certifiCation compIIanc:e action carried out under 
these NOP compliance procedures. The notification process for denying certification and 
accredIIation is laid out in subparts E and F, respectivefy. 

Each notification of noncompfiance, rejaction of mediation, noncompIanca resolution, 
proposed suspension or revocation, and suspension or ravocetion _lid under these 
regulations must be sent to the raciplenfs place of business via a delivery seMce wtIic:h 
provides return receipts. Certified operations and certifying agents must respond to al 
compliance notifications via a delivery serviCe 'NhiCh provides return receipts. 

NoncomplIance Procedure for CerttI'Ied OperatIons 
The Act provides for the enforcement of certifiCation requirements. StaIutcry oversight of 
production and handling operations by certifying agents includes review of organiC plans, 00-
site inspections, residue and tissue testing, authority to conduct investigations and initiate 
suspension or revocation actions, and responsibility to report violations. 
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Notification of Noncompliance 
A written notification of noncompliance will be sent to the certified operation when an 
inspection, review, or investigation reveals any noncompliance with the Act or these 
regulations. A noncompliance notification may encompass the entire operation or a portion 
of the operation. For instance. a violation at one farm may not warrant loss of certification at 
other farms of the certified operation not affected by the violation. The notification of 
noncompliance win provide: (1) a description of each condition, action. or item of 
noncompliance; (2) the facts upon which the notification is based; and (3) the date by which 
the certified operation must rebut the notification or correct the noncompliance and submit 
supporting documentation of the correction. A certified operation may continue to sell its 
product as organic upon receiving a notification of noncompliance and throughout the 
compliance proceeding and any appeal procedure which might follow the compliance 
proceeding unless otherwise notified by a State or Federal govemment agency. 

If a certified operation believes the notification of noncompliance is incorrect or not wall
founded, the certified operation may submit a rebuttal to the certifying agent or SOP's 
goveming State official, as applicable, providing supporting data to refute the facts stated in 
the notification. The opportunity for rebuttal is provided to allow certifYing agents and 
certified operations to informally resolve noncompliance issues. The rebuttal process should 
be helpful in resolving differences which may be the result of misinterpretation of 
requirements, misunderstandings. or Incomplete information. Altematively, the certified 
operation may correct the Identified noncompliances and submit proof of such corrections. 
When the certified operation demonstrates that each noncompliance has been corrected or 
otherwise resolved, the certifying agent or SOP's goveming State official, as applicable. will 
send the certified operation a written notification of noncompliance resolution. 

Proposed Suspension or Revocation of Certification 
If the noncompliance is not resolved or is not in the process of being resolved by the date 
specified in the notification of noncompliance, the certifying agent or SOP's goveming State 
official will send the certified operation a written notification of proposed suspension or 
revocation of certification for the entire operation or a portion of the operation affected by the 
noncompliance. The notification will state: (1) the reasons forthe proposed suspension or 
revocation; (2) the proposed effective date of the suspension or revocation; (3) the impact of 
the suspension or revocation on the certified operation's future eligibility for certification; and 
(4) that the certified operation has a right to request mediation or to file an appeal. The 
impact of a proposed suspension or revocation may include the suspension or revocation 
period or whether the suspension or revocation applies to the entire operation or to a portion 
or portions of the operation. 

If a certifying agent or SOP's goveming State official determines that correction of a 
noncompliance is not possible, the notification of noncompliance and the proposed 
suspension or revocation of certification may be combined In one notification of proposed 
suspension or revocation. The certified operation will have an opportunity to appeal the 
proposed suspension or revocation. 

If a certifying agent or SOP's goveming State official hes reason to believe that a certified 
operation has willfully violated the Act or regulations, a notification of proposed suspension 
or revocation will be sent to the certified operation. The proposed suspension or revocation 
will be for the entire operation or a portion of the operation. This notification, because it 
involves a willful violation, will be sent without first issuing a notification of noncompliance. 

Mediation 
A production or handling operation may request mediation of any dispute regarding denial of 
certification or proposed suspension or revocation of certification. Mediation is not required 
prior to filing an appeal but is offered as an option which may resolve the dispute more 
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quickly than the next step, which Is firing an appeal. When mediation Is requested, It must be 
requested In writing to the applicable certifying agent The C81'tifying agent wiI have the 
option of accepting or najecting the request for mediation. If the C81'tifying agent !tie cis the 
request for mediation, the certifying agent must provide written notification to the applcanl 
for certification or certified openation. The written notification must advise the applicald for 
certification or certified openation of the right to request an appeal In ac::cordance with section 
205.681. Any such appeal must be requested within 30 days of the date of the WliIIet'I 
notification of najection of the request for mediation. If mediation is accepted by the certiI'yIng 
agent, such mediation must be conducted by a qualifiad madiator mutually 8QI88d upon by 
the parties to the mediation. If an SOP is in effect. the mediation procedures estabIshed in 
the SOP, as approved by the Secretary, must be followed. The parties to the mediation wiI 
have no mona than 30 days to reach an agreement following a mediation snsion. If 
mediation is unsuccessful, the production or handling openation will have 30 days from 
termination of mediation to appeal the denial of certification or proposed suspension or 
revocation In accordance with the appeal procedures in section 205.681. 

Any agreement reached during or as a result of the mediation p!ocess must be in 
compflSnce with the Act and these regulations. The Secretary reserves the right to review 
any mecfl8ted agreement for conformity to the Act and these regulations and to reject any 
agnaemerd or provision not In conformance with the Act or these regulations 

Suspension or RevocatIon 
The certifying agent or SOPs governing State official wi! suspend or AMIke the cer1iIied 
operation's certification when the openation fails to resolve the Issue through rabuIIi1II or 
mecflStion, faUs to complete needed corractions, or does not file an appeal. The opeIation 
wi! be notified of the suspension or revocation by written nollfication. The certiI'yIng agent or 
SOP's governing State official must not send a notification of suspension or ntVOCation to • 
certified openation that has requested mediation or filed an appeal while final nasolutlon of 
elthar Is pending. 

The decision to suspend or navoke cerllfication will be based on the seriousness of the 
noncompliance. Such decisions must be made on. case-by-c:ase basis. Section 6519 of the 
Act establishes that willfUl violations include making a false statement, knowingly allixing a 
false label, or otherwise violating the purposes of the Act. 

In addition to suspension or revocation, a certified operation that knowingly sell or labels • 
product as organic, except In accordance with the Act. will be subject to a c:IvI pell8Ily of not 
mona than $10,000 per violation. Further, a certified OpeIation that makes a false statement 
under the Act to the Secretary, an SOP's governing State oftIcia~ or a C8I'tifying agentwll be 
subject to the provisions of section 1001 of title 18. Uniled States Code. 

A cer1iIied openation whose certification has been SU5pelIded under this sec:tion may at any 
time. unless otherwise stated in the notification of suspension, submit a request to the 
Secretary for nalnstatement of Its certification. The request must be accollipaniad by 
evidence demonstrating correction of each noncompliance and c:onac:Iive ac:tions taken to 
c:ompIy with and remain In comprl8nce with the Act and the HOP. 

A certified operation or a person nasponstbly connected with an opeIation that has had Its 
certification revoked will be ineligible to receive certification for an opeIaliot'lln which such 
operation or person has an interast for 5 years following the date of navoc:ation. AccolCfingly. 
an openation will be ineligible for organic certification if one of Its rasponsibly connected 
parties was a responsibly connected party of an operation that had Its C8ItiIicaIiot'l revoked. 
The Secretary may, when in the best interest of the certification program. reduce or eliminate 
the period of Ineligibility. 

189 



Noncompliance Procedure for Certifying Agents 
The Program Manager, on behalf of the Secretary, may initiate a compliance action against 
an accredited certifying agent who violates the Act or these regulations. Compliance 
proceedings may be initiated as a result of annual reviews for continuation of accreditation, 
site evaluations, or investigations initiated in response to complaints of noncompliant 
activities. Compliance proceedings also may be initiated on recommendation of an SOP's 
goveming State official. 

A written notification of noncompliance will be sent by the Program Manager to an accredited 
certifying agent when an inspection, review, or investigation of such person reveals any 
noncompliance with the Act or these regulations. A notification of noncompliance will provide 
a deScription of each noncompliance found and the facts upon which the notification is 
based. Additionally, the notification will provide the date by which the certifying agent must 
rebut or correct each noncompliance described and submit supporting documentation of 
each correction. 

When documentation received by the Program Manager demonstrates that each 
noncompliance has been resolved, the Program Manager will send the certifying agent a 
written notification of noncompliance resolution. 

If a noncompliance is not resolved by rebuttal or correction, the Program Manager will issue 
a notification of proposed suspension or revocation of accreditation. The notification will 
state whether the suspension or revocation will be for the certifying agent's entire 
accreditation, that portion of the accreditation applicable to a particular field office, or a 
specific area of accreditation. For instance, if a certifying agent with field offices in different 
geographic areas is cited for a compliance violation at one field office, the Program Manager 
could determine that only that portion of the accreditation applicable to the noncompliant 
field office should be suspended or revoked. 

If the Program Manager determines that the noncompliance cannot be immediately or easily 
corrected, the Program Manager may combine the notification of noncompliance and the 
proposed suspension or revocation in one notification. 

The notification of proposed suspension or revocation of accreditation will state the reasons 
and effective date for the proposed suspension or revocation. Such notification will also state 
the impact of a suspension or revocation on future eligibility for accreditation and the 
certifying agent's right to file an appeal. 

If the Program Manager has reason to believe that a certifying agent has willfully violated the 
Act or regulations, the Program Manager will issue a notification of proposed suspension or 
revocation of accreditation. The proposed suspension or revocation may be for the certifying 
agent's entire accreditation, that portion of the accreditation applicable to a particular field 
office, or a specified area of accreditation. This notification, because it involves a willful 
violation, will be sent without first issuing a notification of noncompliance. 

The certifying agent may file an appeal of the Program Manager's determination pursuant to 
section 205.681. If the certifying agent fails to file an appeal of the proposed suspension or 
revocation, the Program Manager will suspend or revoke the certifying agenfs accreditation. 
The certifying agent will be notified of the suspension or revocation by written notification. 

A certifying agent whose accreditation is suspended or revoked must cease all certification 
activities In each area of accreditation and in each State for which its accreditation is 
suspended or revoked. Any certifying agent whose accreditation has been suspended or 
revoked must transfer to the Secretary all records conceming its certification activities that 
were suspended or revoked. The certifying agent must also make such records available to 
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any applicable SOP's governing State official. The racon:Is will be used to deIannlne whelher 
operations certified by the certifying agent may retain their organic certiflcallon. 

A certifying agent whose accrediIation is suspended by the Secretary may III My time, 
unless otherwise stated in the notification of suspension, submit a I1IqU8St to the SemIIaIy 
for reinstatement of its accreditation. Such request must be accompanied by evidence 
demonstrating corraction of each noncompliance and actions taken to comply with and 
remain in compliance with the Ad and regulations. A certifying agent whose accredilalioi. is 
revoked by the Secretary wiD be inaliglbIe to be accredited 81 a certifying agent under lhe 
Ad and regulations for a period of not less than 3 years foftowing the date of revocation. 

State Organic Programs' Compliance Procedures 
An SOP's goveming State official may initiate nonc:ompIiance proclldlngs against certified 
organic operations operating in lhe State. Such pnxeedings may be inIIiatad for failure ~ a 
certified operatiOn to meet the production or handling requiremenIs of this part or the Stale's 
more restrictive requirements, 81 approved by the Secretary. 

The SOPs governing Slate official must promptly notify the ProgJam Manager ~ 
commencement of noncompliance proceedings initiated against certified opeialioilS and 
forward to the Progrem Manager a copy of each notice issued. A noncDI'ip'.1C8 
proceeding, brought by an SOP's governing State official against a certified opeialicw\ may 
be appealed in accordance with the appeal p!OC8duras of the SOP. There wiI be no 
subsequent rights of appeal to the Secretary. Final cIecIsions of a State may be appealed to 
the United States District Court for the district in which such certified operation is located. 

An SOP's governing Slate official may review and inYestigaia c:ompIaints of nonconipliance 
with the Ad or regulations c:onceming accreditation of certifying agents opeialing in lhe 
State. When such review or Investigation reveals any noncompliance, the SOPs go ... ",11I1 
State official must send a written report of noncompliance to the Pnlgiam Manager. The 
SOP's governing State official's report must provide a desaiplion ~ each noncompIIanca 
and the fads upon which the noncompliance is based. 

Compliance· Changes Based On Comm .. nts 
This portion of subpart G differs from the proposal in several respec:IS as ~ 
(1) Written Notifications. We have added a new paragraph Cd) to section 205.680. The 
preamble to the proposed rule slated that al written notifications sent by certifying agents 
and SOP's governing State officials, as well as rebuttals, I1IqU8StS for mediation, and noCIc:8s 
of correction of noncompIiances sent by certified operations. will be sent to lhe addressel'. 
place of business by a delivery set'Vice which provides dilled tetum AICIipIs. The asswance 
of completed communications and timely compliance procedures was given as lhe reason 
for delivery by a service which provides dilled return racelpts. The addition ~ paraglaph (d) 
at section 205.660 is one of the actions that we have laken in response to l'&qIi8SIS torn 
commanlers that we fwther clarify the compliance process. Paragraph (d) requires that each 
notification of noncompliance, rejection of mediation, nonc:ompIiance 18IOIuIion, pcopoaed 
suspension or revocation, and suspension or revocation Issued in accordance with sectiot,. 
205.662, 205.663, and 205.665 and each response to such notification must be sent to the 
recipienfs place of businass via a delivery service which provides tetum 11IC8ipIs. ThIs adion 
will facilitate the effective adminisb alion of the compliance process by alSl.ling a verifiable 
tima line on the issuance and receipt of compliance doc:umanIs and the response give to 
each such document 

(2) Detennination of Wj!Ifu!. The preamble statement that "only the ProgIan. Manager or 
governing State official may make the final detenninalion that a violalion is willful" was 
incorrect and inconsistent with the regulatory language in section 205.662(d). Section 
205.662(d) provides that. "If a certifying agent or Slate organic program's governing Slate 
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official has reason to believe that a certified operation has willfully violated the Act or 
regulations in this part, the certifying agent or State organic program's goveming State 
official shall send the certified operation a notification of proposed suspension or revocation 
of certification of the entire operation or a portion of the operation, as applicable to the 
noncompliance.· Accordingly, as recommended by a commenter, the incorrect statement 
has been deleted from the preamble to this final rule. 

(3) Proposed Suspension or Revocation. We have amended sections 205.662{c) and 
20S.665{c) by removing the redundant phrase "or is not adequate to demonstrate that each 
noncompliance has been corrected" from the first sentence of each section. 

(4) Suspension or Revocation. We have amended section 205.662(e)(2) by adding "while 
final resolution of either is pending" to the end thereof. The language of section 
205.662(e)(2) now reads: "A certifying agent or State organic program's goveming State 
official must not send a notification of suspension or revocation to a certified operation that 
has requested mediation pursuant to section 205.663 or filed an appeal pursuant to section 
205.681 while final resolution of either is pending." We have made this change because we 
agree with those commenters who expressed the belief that section 205.682(e)(2) needed to 
be amended to clarify the duration of the stay on the issuance of a notification of suspension 
or revocation when mediation is requested or an appeal is filed. Several commenters stated 
that section 205.662(e)(2) needed to be amended to clarify that requesting mediation or filing 
an appeal does not indefinitely stop the suspension or revocation process. 

(5) Eligibility After Suspension or Revocation of Certification. We have amended section 
205.662(f) such that it now parallels section 205.665(g) which addresses suspension and 
revocation of certifying agents. We have also changed the title of section 205.662(f) from 
"Ineligibility" to "Eligibility" to parallel section 205.665(g). A few commenters referred to the 
provisions in section 205.665(g), which addresses eligibility after suspension or revocation of 
accreditation, and requested clarification of the difference between suspension and 
revocation of certification. Upon reviewing section 205.662(f), we decided that amendment 
was needed to clarify the difference between suspension and revocation of certification 
relative to eligibility for certification. Accordingly, we added a new paragraph (1) which 
provides that a certified operation whose certification has been suspended under this section 
may at any time, unless otherwise stated in the notification of suspension, submit a request 
to the Secretary for reinstatement of its certification. The paragraph also provides that the 
request must be accompanied by evidence demonstrating correction of each noncompliance 
and corrective actions taken to comply with and remain in compliance with the Act and the 
regulations in this part. We also amended what is now paragraph (2) of section 205.662(f) to 
clarify that the period of ineligibility following revocation of certification is 5 years unless 
reduced or eliminated by the Secretary. 

Further, we have amended section 205.665(g)(1) to clarify that a certifying agent that has 
had its accreditation suspended may request reinstatement of its accreditation rather than 
submit a new request for accreditation. The amendment also clarifies that the reinstatement 
may be requested at any time unless otherwise stated in the notification of suspension. This 
amendment makes section 205.665{g)(1) similar to new paragraph (1) of section 205.662(f). 
This amendment is also consistent with commenter desires that the noncompliance 
procedures for certified operations and accredited certifying agents be Similar. 

(6) PenaHies for ViolationS of the Act. We have amended section 205.662 by adding a new 
paragraph (g) which incorporates therein the provisions of paragraphs (a) and (b) of seclion 
2120, 7 U.S.C. 6519, Violations of nUe, of the Act. Specifically, paragraph (g) provides that, 
in addition to suspension or revocation, any certified operation that knowingly sells or labels 
a product as organic, except in accordance with the Act, shall be subject to a civil penalty of 
not more than $10,000 per violation. This paragraph also provides that any certified 
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operation that makes a false statement under the Act to the Secretary, an SOPs govemlng 
State official, or a certifying agent shan be subject to the provisions of section 1001 of IiIIe 
18, United States Code. Commanters requested regulatory language citing section 2120. 7 
USC 6519, VIOlations of Title, of the Act. Commenters also requested a deaI'er dascriplion 
of enforcement Specifically, they want provisions describing how USDA wiI deal with 
operations that make false c/aims or do not meet the NOP requil'8lll8nlls. Further, nurnemus 
commenters expressed concem that there are no penalties In the regulations other than 
suspension and revocation. The European Community stated that it did not find, in the 
proposal, requirements for penalties to be applied by certifying agents when imIguIarIties or 
infringements are found. The European Community went on to say that the Etwopean Union 
requires such penalties. 

The Act provides for suspension and revocation of c:erIlIIcatIon and the civil and a1mInaI 
penalties addressed In 7 U.S.C. 6519. Certified operations are also required through the 
complianoe program set forth in these regulations, to COITect all noncompIianoes with the Act 
or regulations as a condlIion of retaining their certification. Furthermore, to get a suspelldad 
certification reinstated, an operation must submit a request to the Seaalary. The requllst 
must be accompanied by evidence demonstrating conection of each noncompliance and 
corrective actions taken to comply with and rematn in compIianoe with the Act and the 
regulations in this part. An operation or a person responsibly connected with an operation 
whose certification has been revokad wiR be Ineligible to receive certification for a period of 
not more than 5 years. 

We believe adding paragraph (g) wiR help clarify that there are penalties which may be 
imposed on certified operations that violate the Act and these regulations in addition to 
suspension or revocation. 

The provisions of the Act and these regulations apply to an persons who sal, label, or 
represent their agricultural product as organic. Acco. dinW, persons who faJseIy sal, label. 
or represent their product as organic, are subject to the provisions of paragraphs (a, and (b) 
of section 2120, 7 USC 6519, of the Act. To clarify this, we have added a n&Wpai8glaph (c) 
to section 205.100 of the Applicability subpart. 

C8rtifylngagents, SOPsgovemlng State officials, and USDA wiR recalveCO:\'Ifllailts " •• 111 
vio/atIons of the Act or these regulations. CertifyIng agents wII review an corroplailts that 
they receive to detemIine If the complaint involves one of their clients. If the COIIlIllaint 
involves a client of the certifying agent, the agent wiR handle the complaint in 8CCOIdarIce 
with its procedures for reviewi;1g and investigating certified operation compliMICI8. If the 
complaint involves a person who is not 8 cfl8l'lt of the certifying agent, the cer1II'yIng agent 
wiR refer the complaint to the SOPs governing State omcta/, when applicable, or, in the 
absenoe of an applicable SOPs govem/ng State offic:iaI, the AdrnInisIIalor. SOPs goveming 
State officials will review all complaints that they receive In aa:on:IanCe with their PlocadunII 
for reviewing and investigating alleged violations of the NOP and SOP. The SOPs go", III III 
State officiaJ's review of the complaint could resuit in .eferral of the complaint to a cer1II'yIng 
agent when the complaint involves a client of the certifying agent, dismissal, or InvelllQation 
by the SOPs governing State omcta/. SOPs govem/ng State oIIiciaIs wII, 81 approprIaill. 
investigaIII a11aga1ions of violations of the Act by non-certifiad opaIalions opaIallilll wiIW1 
their State. USDA wiR review all compIainls that it receives in aa:on:IanCe with its procadures 
for reviewing and investigating al/aged violations of the NOP. USDA wII refer corroplaillS 
alleging violations of the NOPISOP to the applicable SOPs gowII1I/ng State offic:iaI, who 
may. in tum, refer the complaint to the applicable certifying agent. in StaIIIs without an 
approved SOP, USDA wiR refer compIainls to the applicable certifying agent. USDA will, as 
appropriate, investigate allegations of violatiOns of the Act by non-certiIied opel ations 
operating in States where there is no approved SOP. 
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(7) Mediation. We have amended section 205.663 by providing that a dispute with respect to 
proposed suspension or revocation of certification may, rather than shall, be mediated. We 
have also provided that mediation must be requested in writing to the applicable certifying 
agent The certifying agent will have the option of accepting or rejecting the request for 
mediation. If the certifying agent rejects the request for mediation, the certifying agent must 
provide written notification to the applicant for certification or certified operation. The written 
notification must advise the applicant for certification or certified operation of the right to 
request an appeal within 30 days of the date of the written notification of rejection of the 
request for mediation. If mediation is accepted by the certifying agent, such mediation must 
be conducted by a qualified mediator mutually agreed upon by the parties to the mediation. 

Several commenters wanted section 205.663 amended to provide that disputes "may," 
rather than ·shall,· be mediated. The commenters advocated allowing the certifying agent to 
determine when mediation is a productive option. Several State commenters wanted to 
amend the second sentence to read as follows: "If a State organic program is in effect, the 
mediation procedures established in the State organic program, as approved by the 
Secretary, will be followed for cases involving the State organic program and its applicants 
or certified parties." Another commenter wanted to retain the requirement that disputes 
·shall" be mediated but wanted disputes mediated in accordance with 7 CFR Part 11 and 
section 205.681 of these regulations. 

We concur that certifying agents should be authorized to reject a request for mediation, 
especially when they believe that the noncompliance issue is not conducive to mediation. 
Accordingly, we amended section 205.663 as noted above. We disagree, however, with the 
State commenters who want to amend the second sentence. We believe that the 
recommended change would exclude the ciients of private-sector certifying agents operating 
within the State. USDA approval of an SOP will require that all certified operations operating 
within the State have the same opportunities for mediation, regardless of whether they are 
certified by a private or State certifying agent. If an approved SOP provides for mediation, 
such mediation must be available to all certified operations operating within the State. We 
also disagree with the commenter who requested that disputes be mediated in accordance 
with 7 CFR Part 11 and section 205.681 of these regulations. First, we believe that States 
with an approved SOP must be allowed to establish their own mediation program and 
procedures. Second, the Act and its implementing regulations are subject to the APA for 
adjudication. The provisions of the APA generally applicable to agency adjudication are not 
applicable to proceedings under 7 CFR Part 11, National Appeals Division Rules of 
Procedure. Even if 7 CFR Part 11 were applicable, it does not address mediation 
procedures. Mediation is merely addressed in 7 CFR Part 11 as an available dispute 
resolution method along with its impact on the filing of an appeal. 

(8) Noncompliance Procedyre for Certifying Agents. We have amended section 
205.665(a)(3) to clarify that, like certified operations, certifying agents must submit 
supporting documentation of each correction of a noncompliance identified in a notification of 
noncompliance. This amendment to section 205.665(a)(3) was made in response to 
commenter concems that the noncompliance procedures for certified operations and 
certifying agents be similar. It had been our intent that certifying agents would have to 
document their. correction of noncompliances and that the noncompliance procedures for 
certified operations and certifying agents would be similar. 

Compliance - Changes Requested But Not Made 
This subpart retains from the proposed rule, regulations on which we received comments as 
follows: 
(1) Funding for Enforcement. Several commenters stated that USDA should provide funding 
to the States for the cost of performing enforcement activities. Others asked who should fund 
investigations and enforcement actions if certifying agents (State and private) are enforcing 
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comprrance with a Federal law. Numerous commenters requested i1fonnaIion on how 
enforcement wiR be funded. The National OlDani!: Standards Board (NOSB) recommended 
that the NOP examine existing models for capturing enforcement fees such as the State of 
California's registration program for all growers, handlers, and processors who use the word. 
·organic. • in marketing their produds. 

We disagree with the commenters who stated that USDA should fund .. 11'oraIment aclNiIies 
(State and private). Costs for compliance under the NOP wiR be borne by USDA. States with 
approved SOPs, and accredited certifying agents. Each of the entities wiI bear the cost of 
their own enforcement acIiviIias under the NOP. AMS anticipates that States wiI consider 
the cost of enforcing their SOPs prior to seeking USDA approval of such programs. We alsO 
anticipate that certifying agents will factor the cost of compliance into their certification fee 
schedules. 

We agree that there may be alternatives, such as the State of CalIfornia's teglAalion 
program, available to raise funds for enforcing the NOP. We will help identify..asting models 
and potential options that may be aVailable In the future at the Fedetal. State, or c:artlfyilll 
agent level. In the Interim, we befl8Y8 that SOPs should expIor8 funding options at their level 
and that certifying agents should factor the cost of enforcement Into their c:ertilicalion fees 
struduAl. 

(2) $too Sale. A number of commenters requested that the regulations include the abay to 
stop sales or recall mlstlranded or fraudulenlly produced products. The Ad does not 
authorize the NOP to stop sales or recall misbranded or fraudulently produced product 
Ac:confmgly, USDA cannot authorize stop sales or the recall of product We allo believe that 
the certified operation's right to due process precludes a stop sale or recal prior to fuI 
adjudication of the alleged noncompliance. However, the Food and Drug AdministIalicll'l 
(FDA) and the USDA's Food Safety Inspection Service (FSIS) have stop sale authority that 
may be used In certain organic noncompliance cases. Further, States may, at their 
disaetion, be able to provide for stop sale or recall of misbranded or fraucIuIantIy produced 
produds produced within their State. While the Act does not provide for stop sale or rec:aI, I 
does provide at 7 U.S.C. 6519 that any person who: (1) knowingly salls or labels a product 
as organic. except In ac:cordance with the Act, shal be subject to a civil penaly of not more 
than $10,000 and (2) makes a falsa statement under the Act to the Seaataly, an SOPs 
governing State official, or a certifying agent shall be subject to the provisions of sac:tion 
1001 of title 18, United States Code. 

(3) Notification of Proposed Suspension or Rtyoca1!or.. A commenIar nICOIIi.1IIMded 
replacing "notification of proposed suspension or revocation" In section 205.662(d) with 
"noliflc:atlon of suspension or revocation.· Certific:atIon cannot be suspended or revoked 
without due process. ACCOIdiugly, the issuance of a written notificalion of proposed 
suspension or revoc:ation is neceasary to provide the c:ertifted operation with i1fonnaIion 
regardirlg the alleged noncomprl8nc:e(s) and its right to answer the aIIegaIiOIns. For this 
reason we have not accepted the c:ommenter's recommetldation. 

'~~~~~~=~Several c:ommenters recommended amending section [c: to between • certifying agent and the Praglall Manager 
when a proposad suspension or revocation is disputed by the certiIYn"lll agent. W. have not 
accepted the recommendation. USDA uses 7 CFR Part 1, Rules of Prac:tic:e GovernIng 
Formal Adjudicatory Proceedings Instituted by the Seaelary Under Various Statutes. for 
adjudicatory proceedings involving the denial, suspension, and revocalJon of ac:creditation. 

(5) Revocation of Accreditation. A commenter stated that revocation of ac:cnIdItaIion for 3 
years Is excessive. The commenter stated that a period of 6 to 12 iT,OnOIS might be 
reasorl8b1e. We have not amended section 205.665(g)(2) becausa the Act requires that the 

185 



period of revocation for certifying agents, who violate the Act and these regulations, be for 
not less than 3 years. Suspension is available to the Secretary to address less egregious 
noncompliances. A certifying agent whose accreditation is suspended may at any time, 
unless otherwise stated in the notification of suspension, submit a request to the Secretary 
for reinstatement of its accreditation. The request must be accompanied by evidence 
demonstrating correction of each noncompliance and corrective actions taken to comply with 
and remain in compliance with the Act and these regulations. 

(6) Appeals Under SOP's. Several commenters recommended amending 205.668(b) by 
adding at the end thereof: "unless the State program's appeals procedures include judicial 
review through the State District Court· Another commenter wanted 205.668(b) amended by 
removing "of the State organic certification program. There shall be no subsequent rights of 
appeal to the Secretary. Final decisions of a State may be appealed to the United States 
District Court for the district in which such certified operation is located,· and inserting in its 
place "at 7 CFR part 11 and 205.681 of this chapter." We have not accepted the 
recommendations because the Act at 7 U.S.C. 6520 provides that a final deCision of the 
Secretary may be appealed to the United States District Court for the district in which the 
person Is located. We consider an approved SOP to be the NOP for that State. As such, we 
consider the SOP's goveming State Official of such approved SOP to be the equivalent of a 
representative of the Secretary for the purposes of the appeals procedures under the NOP. 
Accordingly, the final decision of the SOP's govemlng State official of an approved SOP is 
considered the final decision of the Secretary and, as such, is appealable to the United 
States District Court for the district in which the person is located, not a State's District Court 
We also disagree with the commenter who wanted all appeals to be made to the National 
Appeals Division under the provisions at 7 CFR Part 11 and section 205.681 of these 
regulations. First, we believe that States with an approved SOP must be allowed to establish 
their own appeal procedures. Such procedures would have to comply with the Act, be 
equivalent to the procedures of USDA, and be approved by the Secretary. Second, as noted 
elsewhere in this preamble, the Act and its implementing regulations are subject to the APA 
for adjudication. The provisions of the APA generally applicable to agency adjudication are 
not applicable to proceedings under 7 CFR Part 11. 

Compliance - Clarifications 
Clarification is given on the following issues raised by commenters: 
(1) Complaints. Investigations, Stop Sales. and Penalties. Many commenters wanted USDA 
to spell out the responsibilities and authorities of States, State and private certifying agents, 
Federal agencies, and citizens to make complaints, investigate violations, halt the sale of 
products, and Impose penalties. Anyone may file a complaint, with USDA, an SOP's 
goveming State official, or certifying agent, alleging violation of the Act or these regulations. 
Certifying agents, SOP's goveming State offiCials, and USDA will receive, review, and 
investigate complaints alleging violations of the Act or these regulations as described in item 
6 above under Changes Based on Comments. Citizens have no authority under the NOP to 
investigate complaints alleging violation of the Act or these regulations. 

As noted elsewhere in this preamble, the Act does not authorize USDA to stop the sale of 
product. Accordingly, USDA cannot authorize stop sales by accredited certifying agents. We 
also believe that the certified operation's right to due process precludes a stop sale prior to 
full adjudication of the alleged noncompliance. However, FDA and FSIS have stop sale 
authority that may be used in the event of food safety concems. Further, States may, at their 
discretion, be able to provide for stop sale of product produced within their State. Citizens 
have no authority under the NOP to stop the sale of a product. 

The Act and these regulations provide for suspension or revocation of certification by 
certifying agents, SOP's goveming State officials, and the Secretary. Only USDA may 
suspend or revoke a certifying agenfs accreditation. All proposals to suspend or revoke a 
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certification or acaeditation are subject to appeal as provided In section 205.681. The Ad 
provides at 7 U.S.C. 6519 that any penon who: (1) knowingly salls or IabeII a procIucI as 
organic. except in accordance with the Act. shaD be subject to a civil penalty or not more 
than $10,000 and (2) makes a faJsa slatemant I.I'Ider the Act to the Secralaly, an SOPs 
goveming State official, or a certifying agent shan be subject to the provisions or section 
1001 or tiUe 18, United States Code. Only USDA may bring an action I.I'Ider 7 U.8.C. 6519. 

(2) Certifying Agenfs Idantifyina Mark. The NOSB reaffil1l1ed lis racommendatIon which 
would allow private certifying agents to prevent the use or their service mark (seal) upon 
written notification that (1) certiflC8tlon by the private certifying agent has been larminaled, 
and (2) the certifying agent has 30 days to appeal the certifying agent's deciSiOn to the 
Secretary or Agriculture. We wiI neither prohibit nor approve a certifying agant's actions to 
withdraw a certified operation's authority to use the certifying agant's idantifying mark fer 
alleged violations or the Act or regulations. We sIand fast in our posiIIon that a. c:artIfied 
operations are to be given due pux:ess prior to the suspension or revocation or their 
cer1ification. The reader is also reminded that the certifying agent cannot tanninaIa, 
suspend, or revoke a cer1ification if the certified operation filas an appeal with an SOP's 
governing State official, when applicable, or the Administrator as provided fer in the 
notification or plopt)'sad suspension or revocation. The certifying agent accapts fulliablily 
for any action brought as a result or the withdrawal or a certified operaIion's authority to use 
the certifying agenfs identifying mark. 

(2) loss of CenIfication. A commenter posed several questions regarding the loSs 01 
cer1ification. The commanter's questions and our responses ant es follows: 

How Will consumers and affected regylatory agencies know if • Qlpwtr or handler loses lis 
9!II'!ifjcation? We Will provida public notification or suspensions and revocatioIlS or C8I1iIied 
operations through means such as the NOP website. 

What wiI the effed of a lost cerIif!cation be? Suspension or revocation or. pIOdtlCel's or 
handler's certification wiI require that the producer or handler immediaIIIIy cease Its sale. 
labeling, and represantation of agricultural produc:ts as organically poduced or handled as 
provided in the suspension or revocation order. A production or handing operation or • 
penon responsibly CC!I';i1eded with an operation whose certification has been sulplllded 
may at any time, unlass otheIwIsa sIaIad in the notification or suapension. IUbmil • new 
request for cer1ification in accordance with section 205.<401. The request must be 
accompanied by evidence demonstrating correction or each noncompliance and conactIve 
actions taken to comply with and remain in compliance with the Act and the regulations in 
this part. An operation or • person responsibly conned8d with an operation whose 
cer1ification has been revoked wiI ba ineligible to receive cer1ification fer a period or not 
more than 5 years following the date 01 such revocation, as determined by the Seaetary. 
Any producer or handlar who sells, labels, or represents lis procIucI as 0Ig8nic CIOidla.y to 
the provisions or the suspension or revocation order would be subject to prosacution undar7 
U.S.C. 6519 or the Act. 

Will the cerlifying agent give • MIle effective d!ta for loss of ctrIificaI!on. or caukI the loa 
of certification be immediate or evan f8!r0active? Suspension or revocation wi! baCIOine 
effective as specified in the suspension or revocation order once It baCCJines final and 
effective. The operation, upon suspension or revocation, wi" be pi ohIlited from sailing. 
labating, and representing Its procIucI as organic par the provisions or the IRISp8IISion or 
revocation order. 

If organic products already on the market were grpwn or handled by someone whose 
certificatiqn is revoked or suspended. would USDA require that !he products be recalled and 
relabeled? USDA wiI not. unless the noncompliance involVes a food safety issue under 
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FSIS, require the recall or relabeling of product in the channels of commerce prior to the 
issuance of a suspension or revocation order. First, at the time the product was produced, it 
may have been produced in compliance with the Act and these regulations. Second, USDA 
does not have the authority, under the Act, to issue a stop sale order for product sold, 
labeled, or represented as organic and placed in the channels of commerce prior to 
suspension or revocation of a certified operation's certification. The Act, however, provides 
at 7 U.S.C. 6519(a) for the prosecution of any person who knowingly sells or labels a 
product as organic, except in accordance with the Act. Such persons shall be subject to a 
civil penalty of not more than $10,000 per violation. 

(4) Investigations. A commenter suggested that we amend section 205.661 (a) to require that 
all complaints must be investigated in accordance with the certifying agent's complaints 
policy. The commenter also stated that the Administrator should know which complaints 
were not investigated. We disagree that all complaints must be investigated since, upon 
review of the alleged noncompliance, some complaints may lack grounds for investigation. 
For example, a concemed citizen could allege that an organic producer was seen applying a 
pesticide to a specific field. Upon review of the allegation, the certifying agent could 
detennine that the producer in question was a split operation and that the field in question 
was part of the conventional side of the production operation. Accordingly, there would be no 
need for an investigation. However, the certifying agent will be expected to: (1) take each 
allegation seriously. (2) review each complaint received, (3) make a detennination as to 
whether there may be a basis for conducting an investigation, (4) investigate all allegations 
when it is believed that there may be a basis for conducting the investigation, and (5) 
maintain a detailed log of all complaints received and their disposition. The actions taken by 
the certifying agent must be in confonnance with the certifying agenfs procedures for 
reviewing and investigating certified operation compliance. 

(5) Deadline for the Correction of a Noncompliance. Several commenters requested that 
205.662(a}(3) be amended by adding: ''The deadline for correction of the noncompliance 
may be extended at the discretion of the certifier if substantial progress has been made to 
correct the noncompliance." We believe that the requested amendment is unnecessary. 
Section 205.662(a)(3) requires that the notification of noncompliance include a date by which 
the certified operation must rebut or correct each noncompliance and submit supporting 
documentation of each correction when correction is possible. There is no prohibition 
preventing the certifying agent from extending the deadline specified when the certifying 
agent believes that the certified operation has made a good faith effort at correcting each 
noncompliance. 

(6) Compliance with SOP. Several States requested that section 205.665 be amended to 
clarify how States may handle a private certifying agent found to be in noncompliance with 
SOP's approved by the Secretary. A majority of these commenters also asked if NOP 
intends to suspend or revoke the accreditation of certifying agents on a State-by-State basis. 
Section 205.668(c) authorizes an SOP's goveming State official to review and investigate 
complaints of noncompliance with the Act or regulations conceming accreditation of 
certifying agents operating in the State. When such review or investigation reveals any 
noncompliance, the SOP's goveming State official shall send a written report of 
noncompliance to the NOP Program Manager. The report shall provide a deScription of eech 
noncompliance and the facts upon which the noncompliance is based. The NOP Program 
Manager will then employ the noncompliance procedures for certifying agents as found in 
section 205.665. This may include additional investigative work by AMS. Only USDA may 
suspend or revoke a certifying agent's accreditation. 

SOP's must meet the general requirements for organic programs specified in the Act and be 
at least equivalent to these regulations. Accordingly, noncompliances worthy of suspension 
or revocation would in all probability be worthy of national suspension or revocation of 
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accredltatlon for one or more areas of accreditation. Therefore, USDA does not anticipala 
suspending or revoking accreditations, or areas of accreditation, on a Stale-by-SlaIe basis. It 
is possible, however, that the Secretary may decide to only suspend or revoke a certifying 
agenfs accredltatlon or an area of accreditation to certify procIucers or handlers within • 
given State. Such a decision would in all probability be lied to a State's more restrictive 
requirements. 
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Compliance 

§ 205.660 General. 
(a) The National Organic Program's Program Manager, on behalf of the Secretary, may 
inspect and review certified production and handling operations and accredited certifying 
agents for compliance with the Act or regulations in this part. 

(b) The Program Manager may initiate suspension or revocation proceedings against a 
certified operation: 

(1) When the Program Manager has reason to believe that a certified operation has 
violated or is not in compliance with the Act or regulations in this part; or 

(2) When a certifying agent or a State organic program's goveming State official fails 
to take appropriate action to enforce the Act or regulations in this part. 

(c) The Program Manager may initiate suspension or revocation of a certifying agent's 
accreditation if the certifying agent fails to meet, conduct, or maintain accreditation 
requirements pursuant to the Act or this part. 

(d) Each notification of noncompliance, rejection of mediation, noncompliance resolution, 
proposed suspension or revocation, and suspension or revocation issued pursuant to § 
205.662, § 205.663, and § 205.665 and each response to such notification must be sent to 
the recipient's place of business via a delivery service which provides dated retum recaipts. 

§ 205.661 Investigation of certiflEld operations. 
(a) A certifying agent may investigate complaints of noncompliance with the Act or 
regulations of this part conceming production and handling operations certified as organic by 
the certifying agent. A certifying agent must notify the Program Manager of all compliance 
proceedings and actions taken pursuant to this part. 

(b) A State organic program's goveming State official may investigate complaints of 
noncompliance with the Act or regulations in this part conceming organic production or 
handling operations operating in the State. 

§ 205.662 Noncompliance procedure for certified operations. 
(a) Notification. When an inspection, review, or investigation of a certified operation by a 
certifying agent or a State organic program's goveming State official reveals any 
noncompliance with the Act or regulations in this part, a written notification of noncompliance 
shall be sent to the certified operation. Such notification shall provide: 

(1) A description of each noncompliance; 
(2) The facts upon which the notification of noncompliance is based; and 
(3) The date by which the certified operation must rebut or correct each 
noncompliance and submit supporting documentation of each such correction when 
correction is possible. 

(b) Resolution. When a certified operation demonstrates that each noncompliance has been 
resolved. the certifying agent or the State organic program's goveming State official, as 
applicable. shall send the certified operation a written notification of noncompliance 
resolution. 

(e) Proposed suspension or revocation. When rebuttal is unsuccessful or correction of the 
noncompliance is not completed within the prescribed time period, the certifying agent or 
State organic program's goveming State official shall send the certified operation a written 
notification of proposed suspension or revocation of certification of the entire operation or a 
portion of the operation. as applicable to the noncompliance. When correction of a 
noncompliance is not possible. the notification of noncompliance and the proposed 
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suspension or revocation of certific:ation may be combined in one notification. The 
notification of proposed suspension or revocation of certific:ation shal stale: 

(1) The reasons for the proposed suspension or revocation; 
(2) The proposed effective date of such suspension or revocation; 
(3) The impact of a suspension or revocation on ful\.nt eIigIbiIIly for "'C8IottrtifiifilCar.atilIiolVlI; Mld 
(4) The right to request mediation pursuant to § 205.663 or to file an appeal rxnuant 
to § 205.681. 

(d) Wilful yjoIations. Notwithstanding paragraph (a) of this section, If a certirying agenI or 
State organic program's governing State official has reason to believe that a C811ified 
operation has Willfully violated the Act or regulationS in this part. the certifying agenI or State 
organic program's governing State official shall send the certified operation a notillcelloll of 
proposed suspension or revocation of certification of the entire opel alion or a portion of the 
operation, as applicabie to the noncompliance. 

(e) Suspension or revocation. (1) If the certified opeIation fals to correct the noncompllallce, 
to resolve the issue through rebuttal or mediation. or to file an appeal of the proposed 
suspension or revocation of certification, the cartifying agent or State organic progI811'S 
governing State official shall send the certified operation a written notiIicaIion of suspension 
or revocation. 

(2) A certifying agent or State organic program's governing State oIftciaI ..... not 
send a notification of suspension or revocation to a certified opeIalioll that fa 
requested mediation pursuant to § 205.663 or filed an appeal pursuant to § 205.681, 
while final resolution of either is pending. 

(f) E!igjbility. (1) A certified opeIalion whose certificelion fa been suspended under this 
section may at any lime, unless otherwise stated in the notification of suspension, submit a 
request to the Secretaly for reinstatement of its certificaIion. The request ..... be 
accompanied by evkIence demonsIreIing correction of eacl1 noncompliance Mld COI'I8Ctive 
ecIions taken to comply with and remain in compliance with the Act and the regulaliol. in 
this part 

(2) A certified operation or a person responsibly COlli IIICt8d with an opiIIalioll whose 
certification has been revoked will be ineligible to receive cerIiflcation for a period of 5 
ye .. following the date of such revocation, Except That, the Secret8ly may, when in 
the best interest of the certificetion program, reduce or eliminate the period of 
ineligibility. 

(9) VIOlations of Act In addition to suspension or revocation, any certified operation that: 
(1) Knowingly seIs or labels a product as organic. except In accordance with the Act. 
shall be subject to a civil penalty of no! more than $10,000 per violalioll. 
(2) MakeS Ii false statement under the Act to the Seclelaiy, a State OIg8111c 
program's governing State ofIicIal, or a certifying agent shall be subject to the 
provisions of section 1001 of title 18, United Stales Code. 

§ 205.683 Mediation. 
Any dispute with respect to denial of certificaIion or propcIaed suspension or revocaIioIl of 
certification under this part may be mediated at the request of the appllcellt for certification 
or certified operation and with acceptance by the certifying agent. Mediation shall be 
requesIed in writing to the appflC8ble certifying agent. If the certirying agent rejBcls the 
request for mediaIion, the certifying agent shall provide written notification to the applicant 
for certification or certified operation. The written nolificetion shall advise the applicant for 
certification or certified operation of the right to request an appeal, puI'$U&nl to § 205.681. 
within 30 days of the date of the written notiIicaIion of rejeclfon of the request for mecIIatiOI .. 
If mediation is accepted by the certifying agent. such mediation shal be conducted by a 
qualified mediator mutually agreed upon by the parties to the mediation. If a State organic 
program is in effect, the mediation procedures established in the State organic program, as 
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approved by the Secretary, will be followed. The parties to the mediation shall have no more 
than 30 days to reach an agreement following a mediation session. If mediation is 
unsuccessful, the applicant for certification or certified operation shall have 30 days from 
termination of mediation to appeal the certifying agent's decision pursuant to § 205.681. Any 
agreement reached during or as a result of the mediation process shall be in compliance 
with the Act and these regulations. The Secretary may review any mediated agreement for 
conformity to the Act and these regulations and may reject any agreement or provision not in 
conformance with the Act or these regulations. 

§ 205.664 [Reserved) 

§ 205.665 Noncompliance procedure for certifying agents. 
(a) Notification. When an inspection, review, or investigation of an accredited certifying agent 
by the Program Manager reveals any noncompliance with the Act or regulations in this part, 
a written notification of noncompliance shall be sent to the certifying agent. Such notification 
shall provide: 

(1) A description of each noncompliance; 
(2) The facts upon which the notification of noncompliance is based; and 
(3) The date by which the certifying agent must rebut or correct each noncompliance 
and submit supporting documentation of each correction when correction is possible. 

(b) Resolution. When the certifying agent demonstrates that each noncompliance has been 
resolved, the Program Manager shall send the certifying agent a written notification of 
noncompliance resolution. 

(c) Proposed suspension or revocation. When rebuttal is unsuccessful or correction of the 
noncompliance is not completed within the prescribed time period, the Program Manager 
shall send a written notification of proposed suspension or revocation of accreditation to the 
certifying agent. The notification of proposed suspension or revocation shall state whether 
the certifying agent's accreditation or specified areas of accreditation are to be suspended or 
revoked. When correction of a noncompliance is not possible, the notification of 
noncompliance and the proposed suspension or revocation may be combined in one 
notification. The notification of proposed suspension or revocation of accreditation shall 
state: 

(1) The reasons for the proposed suspension or revocation; 
(2) The proposed effective date of the suspension or revocation; 
(3) The impact of a suspension or revocation on future eligibility for accreditation; and 
(4) The right to file an appeal pursuant to § 205.681. 

(d) Willful violations. Notwithstanding paragraph (a) of this section, if the Program Manager 
has reason to believe that a certifying agent has willfully violated the Act or regulations in this 
part, the Program Manager shall send a written notification of proposed suspension or 
revocation of accreditation to the certifying agent. 

(e) Suspension or revocation. When the accredited certifying agent fails to file an appeal of 
the proposed suspension or revocation of accreditation, the Program Manager shall send a 
written notice of suspension or revocation of accreditation to the certifying agent. 

(f) Cessation of certification activities. A certifying agent whose accreditation is suspended or 
revoked must 

(1) Cease all certification activities in each area of accreditation and in each State for 
which its accreditation is suspended or revoked. 
(2) Transfer to the Secretary and make available to any applicable State organic 
program's governing State official all records concerning its certification activities that 
were suspended or revoked. 

202 



(g) EUgibi!ity. (1) A cerllfying agent whose accreditation Is suspended by the Seaetary under 
this section may at any time, unless otherwise stated In !he notifk:allon of suspension, 
submit a request to !he Seaetary for reinslatement of its acaeditatlon. The raquest must be 
accompanied by evidence demonstrating correction of each noncompliance and corradive 
actions taken to comply with and remain In compliance with !he Act and !he regulations In 
this part. 

(2) A cer1Ifying agent whose acaeditatlon Is revoked by the Seaetaly shaI be 
ineligible to be accredited as a C8I'IIfying agent under !he Ad and !he regulatiOnS In 
this part for a period of not less than 3 years following !he date of such revocaliOil. 

It 205.666 and 205.887 [Reserved) 

§ 205.668 Noncompliance proced .... under State organic proQI'IIms. 
(a> A State organic program's governing State official must promptJy notify the Seaatary of 
commencement of any noncompliance proceeding against a certified opeIaliOil and roru .'It 
to !he Secretary a copy of each notice issued. 

(b) A noncompliance proceeding, brought by a State organic progIam's governing State 
official against a certified operation, shaD be appealable pursuant to !he appeal procecII.ns 
of the State organic program. TIlere shall be no subsequent rights of appeal to the 
Secretary. final decisions of a State may be appealed to !he United States DIstrid Cowt for 
the district in which such certified operation Is located. 

(c) A State organic program's governing State official may review and me_Ill. complaints 
of noncompUance with !he Ad or regulations concemlng aa:ntdItaliOil of certifying agents 
operating In !he State. When such review or investigation reveals any noncompliance, the 
State organic program's governing State official shan sand a written report of noncompliance 
to !he Program Manager. The report shall provide a description of each 1'IOnCOIIIJllance and 
the fads upon which the noncompliance Is basee:!. 

• 205.619 [Reserved) 
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Inspection and Testing. Reporting. and Exclusion from Sale 
This portion of subpart G sets forth the inspection and testing requirements for agricultural 
products that have been produced on organic production operations or handled through 
organic handling operations. 

Residue testing plays an Important role in organic certification by providing a means for 
monitoring compliance with the National Organic Program (NOP) and by discouraging the 
mislabeling of agricultural products. This testing program provides State organic programs' 
(SOP) goveming State officials and certifying agents with a tool for ensuring compliance with 
three areas for testing: (1) preharvest residue testing, (2) postharvest residue testing, and (3) 
testing for unavoidable residual environmental contamination levels. 

Description of Regulations 
General Requirements 
Under the residue testing requirements of the NOP, all agriculturel products sold, labeled, or 
represented as organically produced must be available for inspection by the Administrator, 
SOP's goveming State official. or certifying agent OrganiC fanns and handling operations 
must be made available for inspection under subpart E. Certification. In addition. products 
from the aforementioned organic operations may be required by the SOP's goveming State 
official or certifying agent to undergo preharvest or postharvest testing when there is reason 
to believe that agricuHural inputs used in organic agriculture production or agricultural 
products to be sold or labeled as organically produced have come into contact with 
prohibited substances or have been produced using excluded methods. The cost of such 
testing will be bome by the applicable certifying agent and is considered a cost of doing 
business. Accordingly. certifying agents should make provisions for the cost of preharvest or 
postharvest residue testing when structuring certification fees. 

Preharvest and Postharvest Residue Testing 
The main objectives of the residue testing program are to: (1) ensure that certified organic 
production and handling operations are in compliance with the requirements set forth in this 
final rule and (2) serve as a means for monitoring drift and unavoidable residue 
contamination of agricultural products to be sold or labeled as organically produced. Any 
detectable residues of a prohibited substance or a product produced using excluded 
methods found in or on samples during analysis will serve as a waming indicator to the 
certifying agent 

The AdminiStrator, SOP's goveming State Official, or certifying agent may require preharvest 
or postharvest testing of any agricuHural input used in organic agricuHural production or any 
agricultural product to be sold or labeled as "100 percent organic: "organic: or "made with 
organic (specified ingredients or food group(s»." It is based on the Administrator's, SOP's 
goveming State official's, or certifying agenrs belief that an agricultural product or 
agricultural input has come into contact with one or more prohibited substances or has been 
produced using excluded methods. Certifying agents do not have to conduct residue tests if 
they do not have reason to believe that there is a need for testing. Certifying agents must 
ensure, however, that certified organic operations are operating in accordance with the Act 
and the reguletions sat forth in this part. 

The "reason to believe" could be triggered by various situations, for example: (1) the 
applicable authorily receiving a fonnal, written complaint regarding the practices of a certified 
organic operation; (2) an open container of a prohibited substance found on the premises of 
a certified organiC operation; (3) the proximity of a certified organic operation to a potential 
source of drift; (4) suspected soil contamination by historically persistent substances; or (5) 
the product from a certified organic operation being unaffected when neighboring fields or 
crops are infested with pests. These situations do not represent all of the possible 
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occurrences that would trigger an investigation. Preharvest or postharvest residue tesling 
will occur on a case-by-case basis. 

In each case, an inspector representing the Administrator, SOP's P"ming State oIIcIaI, or 
certifying agent or will conduct sampling. According 10 subpart F, AcCIediialiOll, prfvaIa or 
State entities accredited as cerlifying agenlls under the NOP must ensure that Its ntSpDIlSIIIy 
connected persons, employees, and contractors with inspection. analysis. and deCIIion
making responsibilities have sufIicIeIlt expertise 10 successfully perform the dulles assigned. 
Therefore, aa inspectors amployed by certifying agents 10 conduc:t samplilg must have 
suffiCIent expertise In methods of chain-of-c:ustody sampling. MoIaover, teslilg forc:hanlical 
residues must be performed In an accracflted laboratory. When conduc:tIng c::hemieaI 
analyses, the laboratory must incorporate the analytical methods described In the most 
current edition of the OfficIal Methods of AnaJys!s of !he AQAC IntemaIionaI or other current 
applicable validated methodology for determining the presence of colitall*18nts In 
agricultural produds. Results of al analyses and tests performed under sec:tion 205.070 
must be Plomptly provided 10 !he AdministialOl, except that, whent an SOP exists, aI test 
results and analyses should be provided 10 !he SOPs governing State oIftcIaI by the 
applicable certifying party that requested testing. Residue test results and analySes must 
also be, according 10 section 205.403(e)(2), providecIlO !he owner of the C8I1iIied OIganic 
operation whose product was tesIecI. All other parities desiring to obtain such h Ifollnalioll 
must request it from the applicable certifying agent. 

OFPA requires certifying agents, to the extant of their awareneaa, to report violations 01 
applicable laws relating 10 food safety 10 appropriate health agenc:ies such as EPA and FDA. 
When residue testillg Indicates that an agricultural product conlains pesticide resid"aI or 
environmental contaminants that exceed either the EPA toIeIance level or FDA action level. 
as applicabla, the certifying agent must promplly report data revealing such Information to 
the Federal agency whose regulatory IOletance or action level has been ex<: aeded. 

Residue Testing and Monitor' .. ,., Tools 
When testilig indicates that an agric:uIIlnI product to be sold or labaled .. 0IgIri " 
produced contains residues of prohibited substances, certifying agents wi! compare the laval 
of d8tected residues with 5 percent of !he Environmental PlOteclkhl Agency (EPA) la.allce 
for the specific. residue d8tected on the agric:uIIlnI product Intended to be sold .. 
organically produced. This compliance measure,S percent of EPA toIetWIC8 forthe deI8cIed 
prohibited residue, will serve as a standard for the AdmlnlstialDr. SOPs goIienW1g State 
officials, and certifying agents to assist In monitoring for lIegal use violations. 

In addIIior-.. we intend to estabIleh levels of unavoidable residual envi'OI ...... 
contamination (UREC) for c:rop-and site-specific agricultural commodiIIes to be soId,laIlal. tI, 
or raprasentecl as "100 percent organic," "orgentc," or "made with ..• • Th8Ie levels wi! 
raprasent Iirnits at which USDA may take compliance action to "!Spend the use 01 a 
contaminated ansa for organic agriCuIlural production. Currently, USDA Ie sealjjlll 
scienIiIiceUy sound principles and measures by whlc:h it can estabHsh UREC levels to most 
effec:IiveIy address issues 01 unavoidable residt 181 envlrOl II'I18Iltal COIItamInation with rasped 
to this rule. I ~, In the i 1IeIin, UREC will be defilled aI the Food and Drug 
Admirrisb&IioI'I's (FDA) action levels for poisonous or deleterious subItaIlteS In tunan foOd 
01' animal feed. UREC levels will be Initially sat for persistent prohIbIIII d substances (aldrin, 
dieldrin, chlordane, DOE. etc.) In the environment. They may become mona incUive 01 
prohibited rasidues as addHiOll8l infomlation becomes available. IJnIIYoidabIe residual 
environmental COIllaininalion levels will be based on the unavoklabllity 01 the c::hemieaI 
substances and do not raprasent permissible levels of contarninaIion where it is avoidable. 
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Analyses and test results will be available for public access unless the residue testing is part 
of an ongoing compliance investigation. Information relative to an ongoing compliance 
investigation will be confidential and restricted to the public. 

Detection of Prohibited Substances or Products Derived from Excluded Methods 
In the case of residue testing and the detection of prohibited substances in or on agricuftural 
products to be sold, labeled, or represented as "100 percent organic," "organic," or "made 
with ... ," products with detectable residues of prohibited substances that exceed 5 percent of 
the EPA tolerance for the specific residue or UREC cannot be sold or labeled as organically 
produced. When such an agricultural crop is in violation of these requirements, the 
certification of that crop will be suspended for the period that the crop is in production. 
Certifying agents must follow the requirements specified in sections 205.662 and 205.663 of 
subpart G, Compliance. 

The "5 percent of EPA tolerance" standard is considered a level above which an agricultural 
product cannot be sold as organic, regardless of how the product may have come into 
contact with a potential prohibited substance. This standard has been established to: (1) 
satisfy consumer expectations that organiC agricultural products will contain minimal 
chemical residues and (2) respond to the organic industry's request to implement a standard 
comparable to current industry practices. However, the "5 percent of EPA tolerance" 
standard cannot be used to automatically qualify agricultural products as organically 
produced, even If the level of chemical residues detected on an agricultural product is below 
5 percent of the EPA tolerance for the respective prohibited substance. This final rule is a 
comprehensive set of standards and regulations that determines whether a product cen or 
cannot be conSidered to carry the specified organic labeling terms in subpart D, Labeling. 
Therefore, in addHion to this section of subpart G, Administrative, all other requirements of 
this part must be met by certified organic operations to have an agricultural product 
considered ·organically produced." 

When residue testing detects the presence of I.OY: prohibited substance, whether above or 
below 5 percent of the EPA tolerance for the specific pesticide or UREC, the SOP's 
goveming State official or certifying agent may conduct an investigation of the certified 
organic operation to determine the cause of the prohibited substance or product in or on the 
agricultural product to be sold or labeled as organically produced. The same shall occur if 
testing detects a product produced using excluded methods. If the investigation reveals that 
the presence of the prohibited substance or product produced using excluded methods in or 
on an agricultural product intended to be sold as organically produced is the result of an 
intentional application of a prohibited substance or use of excluded methods, the certified 
organic operation shall be subject to suspension or revocation of its organic certification. In 
addition, any person who knowingly sells, labels, or represents an agricultural product as 
organically produced in violation of the Act or these regulations shall be subject to a civil 
penaltY of not more than $10,000 per violation. 

Emergency Pest or Disease Treatment Programs 
When a prohibited substance is applied to an organic production or handling operation due 
to a Federal or State emergency pest or disease treatment program and the organic 
handling or production operation otherwise meets the requirements of this final rule, the 
certification status of the operation shall not be affected as a result of the application of the 
prohibited substance, except that: (1) any harvested crop or plant part to be harvested that 
has contact with a prohibited substance applied as the result of a Federal or State 
emergency pest or disease treatment program cannot be sold, labeled, or represented as 
"100 percent organiC." ·organic," or "made with ..... and (2) any livestock that are treated with 
a prohibited substance applied as the result of a Federal or State emergency pest or disease 
treatment program or product derived from such treated livestock cannot be sold, labeled, or 
represented as "100 percent organic," ·organic," or "made with ... • 
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However. milk. or milk products may be labeled or sold as organIcaIy produced begIrri1g 12 
months following the last date that the dairy animal was trHI8d wiIh the pmhibIt8d 
substance. Additionally. the offspring of gestating mammalian breeder stock tnNIIIId wiIh a 
prohibited substance may be consider8d organic If the breeder stock was not In the last 1hIId 
of gestation on the date that the breeder stock was treated wiIh the prohibII8d substance. 

Residue Testing· Changes Based on Comments 
This portion of subpart G differs from our proposal In severall1llSJl8Cl8 as foIows: 
(1) Reporting Requirements. Cornmenters went not satisfied wiIh the language in I8dion 
205.67O(d)(1) that required results of all analyses and tests performed ta'Ider I8dion 
205.670 to be provided to the Adminisbator prompl\y upon receipt. They asked that the 
paragraph be amended to include that: (1) resuII:s of all analyses and tests performed ta'Ider 
section 205.670 be provided by the Adminis1rator to the approprIat8 SOPs goverrq S1aIe 
official and (2) test results be made immediately available to the owner of the maIeriIII 
sampled. They stated that IInce Slate organic certification progranIS .. responsible for 
enforcement within their Slate, resuII:s of residue tests conducIad by cartiI'ying &gilD must 
be provided to the SOPs governing Slate official for I'OUIine monitoring and for imealigatil IQ 
possible violations of the Act. 

We agree with the commenters and have responded to their concarns ac:wdligly. To 
ensure that SOPs receive resuII:s of al tests and analyses conducIad ta'Ider the inspection 
and testing requirements of subpart G. section 205.670(d) has been amended to include 1hat 
the results of all analyses and residue tests must be provided to the Admillisbatol promplly 
upon receipt; Except That where an SOP existS, all test results and analyses should be 
provided to the SOP's governing State official. 
In regard to the commenters' request 1hat certified organic opetalloilS be prvvided with a 
copy of test results from samples taken by an Inspector, an addIlIonal pauiiQiapl'i, 1IeCIioI. 
205.403(e)(2), has been added to subpart E, CartifIcation, that assures 1hat such inbmeIion 
is provided to the owners of certified organic opetalions by the certifying &gII1ts. 

(2) InteqIy or Omarnc Samples.. We have modified language in section 205.87O(c) to ddJ 
our intent regarding the maintenance of sample integrity. The P!oposld rule stated that 
-sample integrity must be maintained in transit, and residue testillQ must be performed in an 
acc:redited laboratory. - During the final rulemaklng process, we did not b lIIele 1hat our inI8nt 
was clear on 1his subject. ()s intent is to ensure that sample IlItegllly is mailllalned 
throughout the entire chain of custody during the residue ... tillg prooaIs Plopal8d 
language only suggests 1hat sample integrity be maintained in transit. Thel8foo_, we have 
changed the second sentence in section 205.670(c) to state that -sample i "Uilty must be 
maintained 1hI'Oughout the chain of custody, and residue testing must be petfonned in an 
acc:redited laboratory.-

(3) Repor!jog Residue and Other Food Safety Vio!a!jgns !p Aporoglall Hea!!h Aaert! 7 In 
the proposed rule, section 205.671(b) under Exclusion from Organic Sale statlS, " test 
results Indlcata a spacific agricultural product contains pesticide ralldues or et'I\IiIamllltal 
contaminants 1hat exceed the FDA's or the EPA's regulatory tolerances, the date must be 
raported promptly to the appropllate public health agencies.- During 1he final ruIemaIdIlQ 
process, a 9fOUP of commenters suggested that we move section 205.871(b) Into I8dion 
205.670 as paraglaph Ce). They recolilmended 1hat we move section 205.671(b) because It 
doIs not specifically address the sale of orgarncally produced products, as lndIcatad by the 
section heading. They racommanded 1hat section 205.671(b) be pIac»d ta'Ider I8dion 
205.670 as paragraph Ce) beceuse It deait wiIh the reporting of reslduea1hat excnd Federal 
regulatoly tolerances. The commenters fuI1her stated that, while section 205.871 (b) creates 
a duty to report. It is not specific as to who must raport 



We have accepted the suggestions of the commenters and have responded accordingly. We 
have removed section 20S.671(b) and relocated it under section 205.670 as paragraph (e). 
We have also modified the regulatory text of paragraph (e) to Include language that instrucls 
certifying agents to report. when residue testing indicates that an agricultural product 
contains pesticide residues or environmental contaminants that exceed either the EPA 
tolerance level or FDA action level, as applicable, data reveling such information to the 
Federal agency whose regulatory tolerance or action level has been exceeded. 

(4) Exclusion from Organic Sale. We have reviewed section 205.671 (a), removed the 
requirement to implement the Pesticide Data Program (pdp) estimated national mean as a 
compliance tool in monitoring for the presence of unacceptable levels of prohibited 
substances in agricultural products intended to be sold as organic, and added the "5 percent 
of EPA tolerance" standard. 

Commenters voiced the opinion that the estimated national mean would be a difficult 
standard in organic agricultural production for several reasons. Some stated that the 
estimated national mean was a new concept that would confuse producers and handlers 
because they would not know the exact definition of "estimated national mean" and how it 
would be determined. Others stated that the PDP was too limited in scope to employ an 
estimated national mean for all commodity/pesticide combinations. Commenters reasoned 
that PDP data were limited in terms of the agricultural commodities that are sampled and 
tested. 

Another group of commenters stated that PDP date would be unfair to use in the NOP's 
residue testing plan. They argued PDP data should not be used to set maximum residue 
levels for organic agricultural products because PDP samples its products as close to the 
point of consumption as possible. As a result, commenters believe that PDP date may not be 
totelly reflective of residue levels of agricultural products at the farm gate level. Since most 
residue testing in organic agricultural production takes place at the farmgate, these 
commenters argued that it would be an inappropriate standard for organic agricultural 
production. 

As a result, a large number of commenters suggested that we reconSider using the 
estimated national mean as a standard for the maximum allowable residues on organically 
produced products. Instead, commenters recommended that the NOP incorporate the 
National Organic Standards Board's (NOSB) recommendation and current industry practice 
of using 5 percent of the EPA tolerance as a maximum level of pesticide residue on organic 
agricultural products. Commenters argued that using 5 percent of the EPA tolerance 
provides a sense of confidence to the consumers of organic agricultural products. 

In many raspects, we agree with the commenters. We have revisited using· PDP data to 
establish an estimated national mean for commodity/pesticide combinations and for setting a 
maximum level Of pesticide residue that could exclude agricultural products from being sold, 
labeled, or represented as organic. As a result, we have concluded that such an approach 
may be somewhat underdeveloped to incorporate into the NOP. We have reached this 
conclusion based on many of the same arguments prasented by commenters (i.e., limited 
scope of agricultural products tested under PDP, product sampling based upon market 
availability, testing near the point of consumption, etc.), Also, we estimated that there would 
be a considerable time lag between the implementation of the NOP and defining a 
comprehensive list of estimated national means for all commoditylpesticide combinations. 
Thus, we have decided not to use the estimated national mean as a tool for monitoring 
organic agricultural products for the presence of prohibited substences and as a standard to 
exclude agricultural products from being sold, labeled, or represented as organically 
produced. 
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Instead, we have decided to follow the recommendation of the COI'I'IIII8nI8n by repIadng the 
estimated national mean for specific commodity/pestiC:ide pairS with 5 percent of the EPA 
tolerance for the specific pesticide. Thelefore, when residue testlllg deIacts prohibiIed 
subs1ances at levels that ant greater than 5 percent of the EPA tolerance for the specific 
pesticide detected on the particular product samples. the agricultural product must not be 
sold or labeled as organiCally produced. 

We fully understand that the EPA tolerance Is defined as the maximum IegalIeYeI of II 
pesticide residue in or on a raw or processed agricultural commodity. We also aeknowladge 
that the EPA tolerance Is a health-based standard. We ant om trying to employ the 5 paleall 
standard In a manner similar to that of EPA. As mentiOned In our proposal, the national 
organic standards. Induc:Iing provisions governing ptot.ibited substances, are based on the 
method of production, not tha content of the product. The primary purpose of the reIidue 
testing approach described in this final rule, then, Is to provide an additional tool for SOPs' 
governing State officials and C8ft/fying agents to usa in monitoring and ensuring compliance 
with the NaP. 

(5)!I.!:linl$. ~~~ 
measure, as 
food or animal feed. 

Sedlon 205.671 proposed the usa of UREC to S8Mt as a resldue-testillg tool for 
c:omprl8nce. Commenters believed UREC levels, as presc:tibed In secIIon 205.671 of the 
proposed rule, would be problematic: as a standard because they were undefined. 
Commenters argued that It would be imprac:tical and very expensive to establish UREC 
levels for every organic aop and region In the United States. They suggested that UREC 
levels be managed as a pracIice s1andard or program manual Issue. They also 8lCPf8Ssed 
the c:onc:em that inconsistent application of UREC levels could create diIficu/Iies for certifying 
agents and certified operations. 

We agree that UREC levels should be defined. We ant seeking sc:lentllic:aly sound pm"' .... 
and measures by which we can establish UREC levels to most effectively address issues of 
unavoidable residual contamination with respect to this rule. However, in the illterim, the 
ability to implement an undefined s1andard would be difficult for cerlifying agents. TharefoIe, 
we have included language in the preamble that temporarily defines UREC as the FDA 
action levels for poisonous or deleterious substances In human food or animal feed. When 
residue testing detec:Is the prasance of a prohibited subllala on an agric:uIIuraI product 
greater than such levels mentioned, the agricultural product c:ar1i'lOl be sold .. OIgallic. We 
have decided to usa FDA action levels for UREC because they enc:ompess many of the 
toxic, persistent c:hemicaIs and heavy metals that are presetllin the emriroIiIIMInl and may 
be found on food and animal feed. As man60ned earlier, the FDA action levels are being 

. employed In this part as temporary measures for compliance. We VIllI continue to seek 
scientifically sound princlplas and measures by which to establish UREC levels that men 
appropriately satisfy the purposes of this part. 

Residue Testing· Changes Requested But Not Made 
ThIs subpart retains from the proposed rule regulations on which we reolhad comments es 
follows: 
(1) Commenters pet/tIOIl8d that we remove the requinIment 
in residue tests must be c:onducIad by the &pili! ahfe SOP's 
governing State official or the C8ft/fying agent at the ofIic:iaI's or cerIifying agenl's own 
expense. The COI'I'IIII8nI8n 8lCPf8Ssed the opinion that we were pnldic:i 10 
"mlcromanagemenl" They also said that !hera was no need for the proposal to be so 
detailed with respect to who pays for residua testing. Based on the commentars' responses. 
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residue analyses are reportedly paid by producers, buyers, brokers, certifiers, and 
govemment residue testing programs. 

We have not adopted the suggestion of the commenters. In the proposal, we stated that 
conducting residue tests was considered a cost of doing business for certifying agents. Our 
position has not changed. Certifying agents can factor residue testing costs into certification 
fees. It is not our intention to "micromanage" the way· that certifying agents conduct 
business. Section 2107{a)(6) of the Act requires that certifying agents conduct residue 
testing of agricultural products that have been produced on certified organic farms and 
handled through certified organic handling operations. OFPA also requires, under section 
2112(a) through (c). that certifying agents enforce its provisions by implementing a system of 
residue testing to test products sold or labeled as organically produced. In addition, subpart 
E, Certification, authorizes certifying agents to conduct on-site inspections, which may 
include residue testing, of certified organic operations to verify that the operation is 
complying with the provisions in the Act and the regulations in this part. Certifying agents are 
responsible for monitoring organic operations for the presence of prohibited substances; we 
view residue testing as a cost of doing business. Therefore, we believe that certifying agents 
should factor monitoring costs associated with implementing the provisions in the Act and 
Rule into their certification fees. 

(2) Reporting to Federal Regulatorv Agencies. Commenters disagree with section 
205.671 (b) of the proposed rule which states that if test results indicate a specific agricultural 
product contains pesticide residues or environmental contaminants that exceed the FDA 
action level or EPA tolerance, the data must be reported promptly to appropriate· public 
health agencies. Commenters believe that since results of all analyses and tests must be 
provided to the Administrator, USDA should be responsible for communicating such test 
results to other Federal agencies such as FDA or EPA if regulatory tolerances or action 
levels are exceeded. They also suggested that section 205.671(b) be removed from the 
national regulations. Commenters expressed the view that such a requirement is not related 
to organic certification. 

We do not agree with the commenters. It is not our intent to create additional responsibility 
for the certifying agent. Section 205.671 (b), redesignated as section 205.670(e), is a 
statutory requirement. Section 2107(a)(6) of the Organic Food Production Act of 1990 
requires certifying agents, to the extent of their awareness, to report violations of applicable 
laws relating to food safety to appropriate health agencies such as EPA and FDA. Therefore, 
due to section 2107 of the Act, section 205.670(e) has been included in the national 
regulations. 

(3) 'Threshold" for Genetic Contamination. Many commenters suggested that we establish a 
"threshold" for the unintended or adventitious presence of products of excluded methods in 
organic products. Some commenters argued that a threshold is necessary because, without 
the mandatory labeling of biotechnology-derived products, organic operations and certifying 
agents could not be assured that products of excluded methods were not being used. Others 
argued that, without an established threshold, the regulations would constitute a "zero 
tolerance" for products of excluded methods, which would be impossible to achieve. 

We do not believe there is sufficient consensus upon which to establish such a standard at 
this time. Much of the basic, baseline information about the prevalence of genetically 
engineered products in the conventional agricultural marketplace that would be necessary to 
set such a threshold - e.g., the effects of pollen drift where it may be a factor, the extent of 
mixing at various points throughout the marketing chain, the adventitious presence of 
genetically engineered seed In non-engineered seed lots-Is still largely unknown. Our 
understanding of how the use of biotechnology in conventional agricultural production might 
affect organic crop production is even less well developed. 
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Also, as was pointed out in some comments, the testing meIhOc:\oIogy for the preslnee fiI 
products of excluded methods has not yet been fUlly validated. Testing methods for some 
biotechnology traits in some commodities are becoming commercially available. Without 
recognized methods of testing for and quantifying of all traits in a wide range fiI food 
products, however, it would be very difficult to establish a reliable I'1UIIIIII'ieaIlioIeII_a. 

There are publicly and privately funded research projects underway that may provide usaI'uI 
baseline information. Efforts of Federal agencies to darIfy the maIbIing and Jabllng fiI 
biotechnology- and derlved-derived crops may also help address these COI'ICIITIS. FDA. for 
example, is developing guidance for food producers who YOIuntariIy diose to label 
biotechnology- and delfved..derived foods. USDA is also preparing a FedentJ Reglslel NoIice 
to seek public comment on the appropriate role, If any, that it can play in fllClitallllg the 
ITI8Ifceting of agricultural products through the development of "qualily assurance" type 
programs that help to preserve the identity of agricultural commodities. USDA, in 
cooperation with the technology providers, is also wort<ing to validate testillg procedures and 
laboratories for some commodities. 

All of these efforts may help to provide infonnation on thiS Issue. Prac:tices for preserving 
product identity, including segregating genetically engineered and ~ 
engineered products, are eYOlYing In soma convantiona/ maIkats. AI we dlscu.Md in the 
preamble to the proposed rule, we anticipate that these evolving industry best pradk:8s and 
standards will becoma the standards for implemantlng the provisions in this regulation 
relating to the use of excluded methods. AI was also discussed in the proposed lUIe, these 
regulations do not establish a "zero tolerance" standard. AI with other subMIC8S not 
approva for use in organic production systams, a positive detecIlon of II produc:t fiI exdIlded 
methods would trigger an investigation by the certifying agent to detarmine If a violation fiI 
organic production or handling standards occurred. The presence fiI II deIactabIe residue 
alone does not necesserily Indicate use of a product of excluded methods that would 
constitute a violation of the standards. 

(4) CertifiCation Status Attar Emergency Pest or Djsease Treatlll.nt. We have not modiIIed 
language in section 205.672 that would affect the cerIIfication status fiI a certIIIed organic 
operation If the operation had been subjected to a Federal or Stata emergency pest or 
disease treatment program. 

Section 205.672 states that when a prohibited subsl8la is applld to a certIIIed Clpliallo.'l 
due to a Federal or Stata emergency pest or disease traatlll8t1t Pl'OOI-n and the certifIId 
operation otherwise meets the requirements of this part. the cerIIicatIon status fiI the 
opereIIon shall not be affecled as a result of the application of the prohibited substanc.: 
Provided, That. the certified opeiallon edheres to certain requirements Plesaibad by the 
NOP. One group of commentars informed us that they did not support mallltaillilg the 
organic status of an oparation that has been dIrecIJy treated with prohibiI8d sWstarlCl8S, 
regardless of the reason for treatmant. They believe that Federal and Stata anl8lgellcy pest 
or disease treatment programs should provide altemallvas for organic Clplialloos whenever 
feasible. If no altemativa measure is feasible, the organic opeiation should choose betvam 
voluntary surrender of their organic status on targeted parts of the Clpliallon or dastrudIon fiI 
the crop to eIminate pest habitat The commentars also sugg .... d that compensation 
should be provided to organic producers whose crops must be desbo)ed to elmilate 
habitat. They feel that allowing the application of prohibited materials to c:ertified organic land 
without affecting the certification status Yioletas the trust consumers place in organic 
certification. 

We disagree with the position of the commenters. Historically, residues from emergency pest 
or disease treatment programs hava been treated as drift cases by certiIiars. In these cases, 
the specific crop may not be sold as organic, but the organic status of future crop yean; ant 
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not affected. We intend to handle such cases in a similar manner. We understand that 
commenters would like us to remove the certification of an organic operation that has been 
treated with a prohibited substance, but organic certification is a production claim, not a 
content claim. We, along with the commenters, are concemed with consumers trusting 
organic certification. At the same time, we are concemed with the welfare of certified organic 
operations. We have tried to include language in section 205.672 that would address both 
issues. We believe that, if a certified organic grower has been a good steward of hislher land 
and has managed the production of hislher product(s) in accordance with all regulations in 
the Act and other requirements in this part, the certification status of the operation should not 
be affected. The application of a prohibited substance as part of a Federal or State 
emergency pest or disease treatment program is outside the control of the certified 
operation. We also believe that maintaining consumer trust is important. Thus, section 
205.672 states that any harvested crop or plant part to be harvested that has been treated 
with a prohibited substance as part of a Federal or State emergency pest or disease 
treatment program cannot be sold as organically produced. Therefore, the certified organic 
operation can retain its certification status, and the consumer can be assured that a product 
from a certified organic operation that has been in contact with a prohibited substance as the 
result of a Federal or State pest or disease treatment program will not enter the organic 
marketplace. Accordingly, we have not made the change to section 205.672 as proposed by 
the commenters. 

(5) Emergency Pest or Disease Treatment Programs. Commenters suggested that the 
Department add a new paragraph to section 205.672 that states .,he certifying agent must 
monitor production operations that have been subjected to a Federal or State emergency 
pest or disease treatment program, and may require testing of following crops, or an 
extended transition period for affected production sites, if residue test results indicate the 
presence of a prohibited substance." Commenters said the language in the proposed rule 
did not clearly establish that a transition period could be needed after contamination of a 
certified organic operation by a govemment-mandated spray program. They felt that there 
may be a need for a case-by-case determination by the certifying agent as to when it would 
be best for a certified organic operation to begin selling its products as organically produced 
after it has been subject to a govemment mandated spray program. 

We understand that commenters would like USDA to mandate certifying agents to monitor 
operations that have been subject to Federal or State emergency pest or disease treatment 
programs; however, we do not see a need to prescribe such a provision. Based on the 
responsibilities of being a USDA-accredited certifier, it is our belief that certifying agents 
would monitor a certified organic operation that has been subjected to a Federal or State 
emergency pest or disease treatment program to make sure that product being produced for 
organic sale is actually being produced in accordance with the Act and the regulations in this 
part. Certifying agents have been granted the authority to conduct additional on-site 
inspections of certified organic operations to determine compliance with the Act and national 
standards under subpart E, section 205.403. Commenters requested that we include 
language that would allow certifying agents to recommend an extended transition period for 
affected production sites if residue tests indicate the presence of a prohibited substance. 
Again, we understand the commenters' concem, but we are not aware of comprehensive soil 
residue data that could guide certifying agents in determining appropriate withdrawal 
intervals for operations that have been subjected to emergency pest or disease treatment 
programs. 

Residue Testing· Clarifications 
Clarification is given on the following issues raised by comrnenters as follows: 
(1) Sampling and Testing. Commenters stated that the purpose of residue testing under the 
Act is to assure that organically produced agricultural products that are sold as organic do 
not contain pestiCide residues or residues of other prohibited substances that exceed levels 
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as specified by the NOP. Based on language in section 205.67O(b) of the proposed rule, 
commenters exprBSSed the opinion that the Agricultural Marketing Service (AMS) was, not 
only requiring residue testing of organic agricultural products, but also of "any" agricuIIuraI 
input uSed or agricultural product intended to be sold as ·100 percent organiC, " "organic." or 
"made with •..• when there is reason to believe that the agricultural input or product has come 
into contact with a prohibited substance. Commenters believe that organic certifying agents 
may be required to test many non-organic agricultural inputs (such as seeds, c:ompost. 
straw, sawdust. and plastic) and non-organic agricultural products and ingredienIls used in 
products labeled as "made wiIh..... They also argued that such testillg would be 
unnecessary. burdensome, and expensive because such materials are more likely 10 have 
come into contact with a prohibited substance. Therefore. commenters suggested that we 
amend saction 205.67O(b) by deleting "agricultural inputs" and replacing "agricultural 
product" with "organicaHy produced agricultural product." They also recommended that we 
replace the second occurrence of "product" with "organic product. " Thus section 205.67O(b) 
would suggest that only organic agricultural products could be required to be tested by the 
certifying agent 

We understand the concerns of the commenters but believe that the c:ommenIarS have 
misintel'preted the intent of saction 205.67O(b). It Is not our intent to mandaI8 _due testing 
of all inputs and ingredients used in the production of organic agricultural products Neither is 
it our intent for certifying agents to abuse residue testing responsibility by conduc:ting resiclla 
lasts of certified organic operations without reason to believe that the agricultural input or 
product intended to be sold as organic has come into COIltact with prohibited subsIances. 
Our intent is to make it clear that certifying agents have the authority to test any agricuIII.nI 
input used or agricultural product intended to be sold as organically produced when !heAl is 
reason to believe that the agricultural input or product has come into contact will a 
prohibited substance. Section 205.67O(b) allows for tasting of inputs and agric:uIbnI 
products, but it does not require that all inputs of 8 product intended to be sold as OIgenicaIIy 
produced must be tested. However, certifying agents must be able 10 enstn that certified 
organic operations are operating In accordance with the Act and the regulations set forth in 
this part. To assure that certifying agents have established fair and effective procedures for 
enforcing residue testing requirements, section 205.504(b)(8) provides that they must submit 
to USDA a copy of the procedures to be used for sampling and residue testing pwsuant to 
section 205.670-

(2) Chain Of Custody Training. A commenter suggested that section 205.67O(c) acIdress 
chain of custody training for inspectors that will be performing preharvest or postharvest 
tissue test sample collection on behalf of the Administrator, SOPs governing Slate oIIiciaI, or 
certifying agent The comment« propoSed that all Inspectors should be trained to handle 
chain of custody samples in order to maintain the ir4egiily of the samples. 

We agree that inspectors should be appropriately trained 10 handle chain-of.c:usIo 
samples in order to maintain the integrity of the samples taken from a certified organic 
operation. However, we do not believe that the language in section 205.670(c) must be 
modified to address such an issue. As a USDA-accredited body, a private or Slate enIIly 
operating as a certifying agent must ensure that its responsibly COI."l8cted persOIiS, 
employees, and contractors will inspection. analysis, and decision-maklng responsibiIIies 
have sufficient expertise in organic production or handling techniques 10 sucfles,fiuI!y 
perform the duties assigned. The certifying agent must also submit a dalCliptiOl. of the 
training that has been provided or intends to be provided to personnel to erISI.D that they 
comply with and implement the requirements of the Act and the regulatlofiS in this part. In 
addition. certifying agents must submit a copy of the Plocedure to be used fer sa.llplllg and 
residue testing for approval by the Administrator. Through the accreditation process, 
therefore, we win be abIB to assess the expertise of the individuals employed by the 
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certifying agent and provide guidance In areas where additional training is needed to comply 
with the requirements of the Act and the regulations in this part. 

(3) Exclusion from Organic Sale. Commenters expressed that section 205.671(a) could be 
easily miSinterpreted. They said that section 205.671(a) did not make dear that residue 
testing may not be used to qualify crops to be sold as organic if a direct application of 
prohibited materials occurred. Commenters suggested that section 205.671 (a) indude: "Any 
crop or product to which prohibited materials have been directly applied shall not be sold, 
labeled, or represented as organically produced." 

We do not believe this additional language is necessary. Residue testing cannot be used to 
qualify any agricultural crop or product to which a prohibited material has been 
purposefully/directly applied. The presence of any prohibited substance on an agricultural 
product to be sold as organic warrants an investigation as to why the detected prohibited 
substance is present on the agricultural product. It does not matter if the product has come 
into contact with a prohibited substance through means of drift or intentional application. If 
the outcome of the investigation reveals that the presence of the detected prohibited 
substance is the result of an Intentional application, the certified operation will be subject to 
suspension or revocation of its organic certification andlor a civil penalty of not more than 
$10,000 if he/she knOWingly sells the product as organiC. The use of prohibited substances 
is not allowed in the Act or this final rule. Residue testing is not a means of qualifying a crop 
or product as organic if a prohibited substance has been intentionally/directly applied. It is a 
tool for monitoring compliance with the regulations set forth in the Act and In this part. 

(4) Emergency Pest or DiSease Treatment Programs. Commenters requested that we make 
a dear distinction between crops or agricultural products that have had prohibited 
substances directly applied to them and those that have come into contact with prohibited 
substances through chemical drift. They have proposed that we amend section 205.672(a) 
to address this Issue. Section 205.672(a) of the proposal states that any harvested crop or 
plant part to be harvested that has had contact with a prohibited substance applied as the 
result of a Federal or State emergency pest or disease treatment program cannot be sold as 
organically produced. Commenters did not find this language acceptable because it did not 
distinguish between the two types of ways that products can come Into contact with 
prohibited substances (drift and directJintentional application) and how each situation would 
be addressed with respect to the national organic standards. Commenters believed that 
section 205.672(a) wes fairly ambiguous and open for misinterpretation. 

Commenters requested that we amend language in section 205.672(a) to indude that "Any 
harvested crop or plant part to be harvested that has contact with a prohibited substance 
directly applied to the crop as the result of a Federal or State emergency pest or disease 
treatment program cannot be sold, labeled, or represented as organically produced." 

We do not accept the commenters' request and believe that the commenters have 
miSinterpreted section 205.672 of the proposed rule. Section 205.672 specifically addresses 
certified organic operations that have had prohibited substances applied to them due to a 
Federal or State pest or disease treatment program. Section 205.672 does not include those 
organic operations that may have been drifted upon by prohibited substances that have 
been applied to a neighboring farm as a result of a Federal or State emergency pest or 
disease treatment program. Any potential drift from a mandatory pest and disease treatment 
program will be treated in the same manner as drift from any other source. 
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Inspection and Testing. Reporting, and Exclusion from s. .. 
§ 205.670 Inspection and testing of agricultural product to be sold or labeled 
"organic." 
(a) All agricultural products that al8 to be sold, labeled, 01' represented as "100 pem:ent 
organic," "organic," 01' "made with organic (specified ingtedIents 01' food group(s)r must be 
made 8CC11$sibie by C6Itified organic production 01' handling opeIalions for examination by 
the Adminisllator, the applicable State organic program's governing State oIIiciaI. 01' the 
certifying agent 

(b) The Adrninislrator. applicable State organic program's governing State ofI'k:iaI. 01' the 
certifying agant may require preharvest 01' postharvest teslllig of any agricuIIuraI input used 
or agricultural product to be sold, labelad, or I8pnlsanted as "100 peR:8lll organIc." 
"organic,. or "made with organic (speciflad ingredients or food group(s»" when there is 
reason to believe that the agricultural Input or product has come Into contact with a 
prohibited substance or has bean produced USing excIudad methods. Such tests must be 
condudad by the applicable State organic program's goveming State official OI'the CIIfIifyIng 
agent at the officiaI's or certifying agenfs own expense. 

(e) The pnlharvest or postharvest tissue test sample coRection pursuant to paragraph (b) of 
this section must be perfonnad by an Inspector representing the Admlnlsllator, 8flI)Iic:abIe 
State organic program's governing State offidal. or certifying agent Sample integrity must 
be maintained throughout the chain of custody, and residue tastillg must be performed in an 
accredited laboratory. Charnical analysis must be made in 8CCORfance with the meIhods 
described In the most cunent admen of the Official Methods of Analysis of the AOAC 
International or other current applicable varlClated methodology determining the presence of 
contaminants in agricultural products. 

(d) Results of an analyses and tests performed under this section: (1) Must be pmmpIy 
provided to the Admlnisllator; Except That, where a State organic ptOgI_n exists, aI test 
results and analyses shan be provided to the State organic program's goyeming State official 
by the applicable certifying party that requested testing; and 

(2) Will be available for public 8CC11$s. unleSS the teslllig is part of an ongoing 
compfiance invastigatlon. 

(e> If test results indicate a specific agricultural product contains pesticide resicJuIIs 01' 
environmental contaminants that exceed the Food and [)rug AdministnItion' or the 
Environmental Protection Agencys regulatory tolerances, the certifying agent must pomplly 
report such data to the Fadersl health agency whose regulatory tolerance or action level has 
been exceedad. 

§ 205.671 Exclusion from organic .... 
When residue testing detacts prohibited substances at levels that are glaaller than 5 pelc.1l 
of the Environmental Protection Agancy's tolerance for the specific residue dal8c:lIId or 
unavoidable residual environmental contamination, the agricultural product must not be sold, 
labelad, or reprasentad as organically produced. The Adminisllator, the applicable State 
organic program's governing State offidal. or the certifying agent may conduct an 
investigation of the certiliad operation to determine the cause of the pohlbited substance. 

§ 205.672 Emergency pest or d ...... treatment.. 
When a prohibited substance is appliad to a certiIiad opeIaIIoiI due to a Federal 01' State 
emelg8nCy pest or disease treatment program and the certiIiad opel_lion oIherwIse meeta 
the requiraments of this part, the certification status of the operation shaD not be affected as 
a result of the application of the prohibited substance: Provided, Thet 

<a) Any harvested crop or plant part to be harvested that has contact with a 
prohibited substance appllad as the resuH of a Federal or State ernerg&I'M"oy pest or 
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disease treatment program cannot be sold, labeled, or represented as organically 
produced; and 

(b) Any livestock that are treated with a prohibited substance applied as the result of 
a Federal or State emergency pest or disease treatment program or product derived 
from such treated livestock cannot be sold, labeled, or represented as organically 
produced: Except That: 

(1) Milk or milk products may be sold, labeled, or represented as organically 
produced beginning 12 months following the last date that the dairy animal 
was treated with the prohibited substance; and 

(2) The offspring of gestating mammalian breeder stock treated with a 
prohibited substance may be considered organic: Provided, That, the breeder 
stock was not in the last third of gestation on the date that the breeder stock 
was treated with the prohibited substance. 

§§ 205.673-205.679 [Reserved] 
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Adverse ActIon Appeal Process 
This portion of subpart G sels fOIth the proceckns for appealing advene actions under the 
National Organic PI'Ogram (NOP). These procedures will be used by: (1) produCers and 
handlers appealing denial of certificatlon and proposed suspension or revocation of 
certification decisions; and (2) certifying agenIs appealing denial of acaedIIatiOIl and 
proposed suspension or revocation of ac::c:reditalion decisions. The Ad and the 
Adminislrative Procedure Ad. (APA) (5 U.S.C. 553-559) provides affected persons with the 
right to appeal any adverse actions taken against their application for c:ertifica1iOl'l or 
accreditation or their certification or accreditation. 

The Adminisb alol will handle certification appeals from openltiolls in Stales that do not have 
an approved State organic program (SOP). The Administrator will also handle appeals of 
accreditation decisions of the HOP Program Manager. The Adminilbalol wIIlssue decisions 
to sustain or dany appeals. If an appeal is denied, the Administrator Wll inItiaIe a formal 
adjudicaloly proceeding to dany, suspend, or revoke certification or acaedllaliofi. Such 
proceedings will be condud.ed pursuant to USDA's Rules of Prac:Iic:e Governing Fonnal 
Adjudicatory Proceedings Instituted by the Secretary Under Various StaIuIes, 7 CFR 1.130 
through 1.151. Under these rules of practice, if the Administrative Law Judge denielthe 
appeal. the appeQant may appeal the Administrative Law Judge's decision to the Judicial 
Officer. If the Judicial Officer denies the appeal. the appelant may appeal the Judicial 
Officer's decision to the United Slates District Court for the district in which the appllant is 
located. 

In Slates with approved SOPs, the SOP will oversee certification compliance proclBdinp 
and handle appeals from certified opefalions in the State. An SOPs appeal procedu'es and 
rules of procedure must be approved by the Secretary and must be equivalent to thole of 
the NOP and USDA. The final dec:ision on an appeal under the SOP may be appealed by 
the appelant to United Slates District Court for the cfllbict in which the appeIant IsIocM.d. 

Description of RegulatIons 
These appeal procedures provide that (1) persons. subject to the Ad, who balave theJ
adversely affected by a noncompliance decision of the NOPs ProgIam Manager may appeal 
such dec:ision to the AdminisbaltW;(2) persons. subject to the Act, who baleve theJ _ 
adversely affected by a noncompliance dec:ision of an SOP may appealluch decision to the 
SOPs govem/ng State official who will initiata handling of Ile appeal in accordenc:e with the 
appeal procedures approved by the Secretary; and (3) persons, subject to the Act, who 
believe theJ are adversaIy affected by a noncompliance dec:ision of a cerIirying agent may 
appeal such decision to the Administrator unless the person Is subject to en approved sop, 
in which case the appeal must be made to the SOP. 

AI written communications beh'J8an parties involved In appeal proceedings must be sent to 
#Ie recipient's place of businass by a delivery service which provides dated I9II.m rate/IJU 
All appeals filed under these procedures wII be reviewed, heard, and dacidad by persons 
not involved with the decision being appealed. 

Cal tIfication Appell" 
ApplIcants for certification may appeal a certifying agant's notice of denial of C8I1IftcaIion. 
Certified opat1Itions may appeal a noIiIication of proposed suspension or l8VO(Jalion of their 
certification issued by their certifying agent. Such appeals will be made to the Admif'IilbatDi 
unless the person is subject to an approved SOP, in which case the appeal must be made to 
the SOP. 

If the Administrator or SOP sustains an appeal, the apprlCant or certified operation wII be 
granted certification or continued certification, as applicable to the op8Iatioo's status. The ect 
of sustaining the appeal will not be considered en adverse action and may not be appealed 
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by the certifying agent which issued the notice of denial of certification or notification of 
proposed suspension or revocation of certification. 

If the Administrator or SOP denies an appeal. a formal administrative proceeding will be 
initiated to deny. suspend. or ravoke the certification. Such proceeding will be conducted in 
accordance with USDA's Uniform Rules of Practice or the SOP's rules of procedure. 

Accreditation Appeals 
Applicants for accreditation may appeal the Program Manager's notification of accreditation 
denial. Accredited certifying agents may appeal a notification of proposed suspension or 
revocation of their accreditation Issued by the Program Manager. Such appeals will be made 
to the Administrator. If the Administrator sustains an appeal. the applicant or certifying agent 
will be granted accreditation or continued accreditation. as applicable to the operation's 
status. If the Administrator denies an appeal. a formal administrative proceeding will be 
initiatad to deny, suspend, or revoke the accreditation. Such proceeding will be conducted in 
accordance with USDA's Uniform Rules of Practice. 

Filing Period 
An appeal of a noncompliance decision must be filed within the time period provided in the 
letter of notification or within 30 days from the date of receipt of the notification, whichever 
occurs later. The appeal will be considered "filed" on the date received by the Administrator 
or. when applicable, the SOP. Unless appealed in a timely manner, a notification to deny, 
suspend, or revoke a certification or accreditation will become final. The applicant, certified 
operation, or certifying agent that does not file an appeal in the time period provided waives 
the right to further appeal of the compliance proceeding. 

Where and What to File 
Appeals to the Administrator must be filed in writing and sent to: Administrator, USDA-AMS, 
Room 3071-S. P.O. Box 96456. Washington DC 20090-6456. Appeals to the SOP must be 
filed in writing to the address and person identified in the letter of notification. All appeals 
must include a copy of the adverse decision to be reviewad and a statement of the 
appellanfs reasons for believing that the decision was not proper or made in accordance 
with applicable program regulations. pOlicies. or procedures. 

Appeals - Changes Based On Comments 
This portion of subpart G differs from the proposal in several respects as follows: 
(1) To Whom an Appeal Is Made. We have amended section 205.680 to clarify to whom an 
appeal is made when the noncompliance decision is made by the NOP's Program Manager. 
an SOP, or a certifying agent Several commenters requested that wa amend section 
205.680 to make it consistent with the provision providing that appeals to the Administrator 
are not allowed in the case of an SOP deciSion. because such appeals have to be made to 
the SOP's goveming State official. 

We agree that section 205.680 did not convey sufficient explanation of to whom an appeal is 
made. Accordingly. wa have amended the language in section 205.680 to clarify through 
paragraphs (a), (b), and (c) that: (1) persons. subject to the Act, who believe they are 
adversely affected by a noncompliance decision of the NOP's Program Manager may appeal 
such decision to the Administrator; (2) persons, subject to the Act. who believe they are 
adversely affected by a noncompliance decision of an SOP may appeal such decision to the 
SOP's goveming State official who will initiate handling of the appeal pursuant to appeal 
procedures approved by the Secretary; and (3) persons, subject to the Act, who believe they 
are adversely affected by a noncompliance decision of a certifying agent may appeal such 
decision to the Administrator unless the person is subject to an approved SOP, in which 
case the appeal must be made to the SOP. 
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(2) Written Communjcstions. We have added a new paragraph (d) to sectiOn 205.680, whiCh 
provides that all writtsn communications between parties Involved In appeal ploceedings 
must be sent to the reclpienfs place of business by a delivery service whiCh provides daIed 
Altum receipts. We have taken this action to further clarify the appeals process. This ac:ldIIion 
to section 205.680 implements the same requirements for appeal documents as our ac:ldIIion 
of new paragraph (d) to section 205.660 stipulates for compliance documents. 

(3) \Nho ShaM Handle Appeals. We have added a new paragraph (e) to sectiOn 205.680, 
which provides that all appeals must be reviewed, heard, end decided by persons not 
involved with the decision being appealed. This provision was added to section 205.680 to 
allay the fears of commenters that the person making the decision would be the person 
deciding the appeal. A couple of commenters recommended that en appeal be haard by 
persons other than thosa who made the decision being appealed. Specifically, they want the 
appeal conducted by independent hearing officers who are not mponsibIe for 
implementation or administration of the NOP. They also want the final decisioi'HnaIci 
authority In the administrative review process placed In the hands of the Secretary. 

Under the NOP, once the compliance procedures are completed at the certifying agent IeYeI. 
the ceI1Ified operation may appeal the decision of the certiI"yIng agent to the AdministJ aIIIr or 
to the SOP when the ceI1Ified operation is Iocaled within a State with an appIolI8d SOP. The 
Administrator or the SOP wi. review the case end render an opinion on the appeal. When 
the appeal is sustained, the certified operation and certil"ylng agent are notified end the case 
ends. However, if the appeal is denied the certified operation end certiI"yIng agent are 
notified and the certified operation is given an opportunity to appeal the dac:ision of the 
Administrator or SOP. 

Appeals of dac:isions made by the Administrator will be haard by an Adminisball ... Law 
Judge. If the Administrative Law Judge rutes against the certified opeIalilxl, the 
Administrative Law Judge's decision may be appealed by the certified opeIalion to the 
Judicial 0II'k:er. The Judicial Officer is the USDA official delegated authority by the Sea_, 
as the final deciding officer in adjudication plocaedlngs. If the Judicial 0II'k:er rutes agaillst 
the certified operation, the Judicial OfIiceI's decision may be appealed by the certified 
operation to the United States District Court for the district In which the certifiacI opeIation II 
located. For additional information see USDA's Uniform Rules of PracIIca found at 7 CFR 
Part 1, subpart H. 

Appeals of decisions made by an SOP win follow proc:edunts comparable to thole just 
described for an appeal of a decision made by the Adminlsllator. As with a final dec ism of 
USDA, a final decision of the State that goes against the certified opeIalion may be 
appealed to the United States District Court for the district In which the callfied opeIation is 
located. 

(4) Filing Period. We have amended the first santenca of section 205.681(c) by replacing ... 
least" with "within- and by adding the words, "whichever occurs later: to the end UIII8Of. 
This amendment has been made to clarify our Intent that persons al'fecled by a 
noncompliance Plocaeding decision receive not less than 30 days In which to file 1h8ir 
appeal of the dac:ision. 

(5) Where To rile an Appeal. We have amended section205.881(d) to clarffywhere lIPtlaais 
are to be filed. rlfSt, we have amended what Is now paregreph (1) by removing the 
requirement that the appellant send a copy of the appeal to the certiI"yIng agent This action 
shifts the responsibilty of notifying the C8I1ifying agent of the IIPtl aal from the app al. Jt to 
USDA or, when applicable, the SOP. Second. we have added language at paragraph (2) 
which clarifies that appeals to the SOP must be filed In writing to the address end person 
idenllfied in the letter of notification. Finely. we have amended what is now paragraph (3) of 
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section 205.681 by replacing ·position" with "reasons for believing" to clarify the intended 
scope and purpose of the appellant's appeal statement Clarification of section 205.681 (d) 
was prompted by a commenter who stated that it is discriminatory to require clients of private 
certifying agents to appeal to USDA in Washington, when State program clients can appeal 
locally. 

There are various levels of appeal within the NOP. Clients of certifying agents (State and 
private) are provided with an opportunity to rebut the noncompliance findings of the certifying 
agent. Once the certified operation has exhausted its options at the certifying agent level, the 
certified operation may appeal the decision of the certifying agent to the Administrator or to 
the SOP when the certified operation is located within a State with an approved SOP. 

The Administrator will review the case and render an opinion on the appeal. This level of 
appeal will not require the certified operation's representative to travel to the Administrator. 
An appeal of a decision made by the Administrator will be heard by an Administrative Law 
Judge as near as possible to the certified operation's representative's place of business or 
residence. An appeal of a deCision made by the Administrative Law Judge will be heard by 
the Judicial Officer. Again the certified operation's representative will not be required to 
travel outside of the representative's place of business or residence. If the certified operation 
appeals the decision of the Judicial Officer, the appeal would be heard by the United States 
District Court for the district in which the certifted operation is located. 

Appeals of decisions made by an SOP will follow procedures comparable to those just 
described for an appeal of a decision made by the Administrator. As with a final decision of 
USDA, a final decision of the State that goes against the certified operation may be 
appealed to the United States District Court for the district in which the certified operation is 
located. 

(6) Appeal Reports. We will submit an annual report on appeals to the National Organic 
Standards Board (NOSB), which will include non-confidential compliance information. A 
commenter requested that we report quarterly to the NOSB on appeals (number, outcome, 
kinds, and problems). We agree that it would be appropriate for the NOP to submit an 
appeals report to the NOSe. We will compile appeal data such as the number, outcome, 
kinds, and problems encountered. We will maintain this information under the compliance 
program to be developed within the NOP. We do not believe that it is necessary to put this 
type of detail or activity into thte regulations. Further, we do not believe, at this time, that 
reporting more frequently than annually will be needed. The NOP, however, will work closely 
with the NOSB to provide it with the information it may need to recommend program 
amendments designed to address compliance and appeal issues. 

(7) Ayaifabilitv of Appeal Information. We will develop and distribute appeal information. A 
commenter requested that section 205.680 be amended to require the distribution of an 
appeal information brochure to any applicant for accreditation or certification. We agree that 
the development and distribution of such information is a good idea. We do not believe, 
however, that it is necessary or appropriate to put this type of detail or activity into the 
regulations. We plan to provide program information, including appeals and related issues, 
on the NOP website. 

Appeals. Changes Requested But Not Made 
This portion of subpart G retains from the proposed rule, regulations on which we received 
comments as follows: 
(1) National Appeals Division. Several commenters recommend amending sections 205.680 
and 205.681 to provide for appeals to the National Appeals Division under the provisions at 
1 CFR Part 11. We disagree with the request that the NOP use the National Appeals 
Division Rules of Procedure. The Act and its implementing regulations are subject to the 
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APA for Nlemaking and adjucflC8tion. The provisions of the APA genaally applicable to 
agency adjudication are not applicable to proceedings under 7 CFR Part 11, National 
Appeals Division Rules of Procedure. USDA uses 7 CFR Part 1, Rules of Practice 
Governing Formal AdjudicalOly Proceedings Instituted by the SeaelalY Under ValiouS 
Statutes, for adjudicatoly proceedings Involving the denial, suspension, and revocation of 
certification and accreditation. 

Appeals· Clarifications 
Clarification is given on the following issues raised by commenters: 
(1) Appeals. A COlArllellter stated 1I1at appeals of certification decIsIona should always be 
taken first to the certifying agent to provide en opportunity to rectify any possible error. 
Another commenter requested en appeals process 1hat Includes private certifying agents. 

Section 205.662(a) requires a written notification of noncompliance with opportunilJ to rebut 
or correct When the noncompliance has been resolved due to rebutIaI or COllection, a 
written notification of noncompliance resolution is issued In accordance with section 
205.662(b). When rebuttal is unsuccessful or correction of the noncompliance is not 
complated within the prescribed time period. a written notification of proposed -1IJP8I'IIion or 
revocation Will be issued in accordance with section 205.662{c). This nolif.cation wII advise 
the certified operation of Its right to request mediation or file an appeal with the Admlrlisllalor 
or, when applicable, an SOP. We believe 1I11s process of provicIing a notification of 
noncompliance with opportunity to rebut or conect. foJloiwed by a notification of plopond 
suspension or revocation, provides ample opportunity for the certified opeIBtion to wort\: with 
Its certifying agent to resolve issues of noncompliance. 

(2) JjmeIy Notification· A few commenters requested 1hat WIll amend section 205.680 to 
include mandatoiY procedures for timely written notice of an adverse decision, the 188lOI"II 
for 1I1e decision, the person's appeal rights, and the procedures for filing an appeal We 
recognize 1I1at aI compliance activities need to be carried out as quIddy and expeditiously as 
possible within the confines of due process. We believe 1hat the commenters' collcerns .. 
addressed through various secIions of lhasa regulations. Section 205.<402{a) requires review 
of an application upon acceptance of the application. Section 205.405, on denial of 
certification, requires a notification of noncompliance, followed. as applicable. by a notice of 
denial of certification. 

In accordance with section 205.405(d), the notice of denial of certiIication wII state the 
188lOI"II for denial and the applicanfs right to request mediation or appeal the decision. 
Section 205.507 on denial of accrec:fllation requiree a notification of noncompliance. folD JiIIId, 
as applicable, by a denial of accreditation. The notIficetion of ac:aedItatIon denial wII state 
the reasons for denial and the appIicanfs light to appeal the decision. 

Compliance secIions 205.662 for certified opeIalions and 205.865 for certifying agents 
require a notifiCation of noncompliance with an opportunity to COllect or rebut the 
noncompliance(s). SectIons 205.662 and 205.865, when applicable, require the issuance of 
a notification of proposed suspension or revocation. Such notice must dasulbe the 
noncompliance and the entity's right to an appeal. SectIon 205.681 provides the procedIns 
for filing an appeel 
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Adverse Action Appeal Process 
§ 205.680 General. 
(a) Persons subject to the Act who believe they are adversely affected by a noncompliance 
decision of the National Organic Program's Program Manager may appeal such deCision to 
the Administrator. 

(b) Persons subject to the Act who believe that they are adversely affected by a 
noncompliance decision of a State organic program may appeal such decisiOn to the State 
organic program's governing State offiCial who will initiate handling of the appeal pursuant to 
appeal procedures approved by the Secretary. 

(c) Persons subject to the Act who believe that they are adversely affected by a 
noncompliance decision of a certifying agent may appeal such decision to the Administrator, 
Except. That, when the person is subject to an approved State organiC program, the appeal 
must be made to the State organic program. 

(d) All written communications between parties involved in appeal proceedings must be sent 
to the recipienfs place of business by a delivery service which provides dated return 
receipts. 

(e) All appeals shall be reviewed, heard, and decided by persons not involved with the 
decision being appealed. 

§ 205.681 Appeals. 
(a) Certification appeals. An applicant for certification may appeal a certifying agenfs notice 
of denial of certification, and a certified operation may appeal a certifying agenfs notification 
of proposed suspension or revocation of certification to the Administrator, Except. That, 
when the applicant or certified operation is subject to an approved State organiC program the 
appeal must be made to the State organic program which will carry out the appeal pursuant 
to the State organic program's appeal procedures approved by the Secretary. 

(1) If the Administrator or State organic program sustains a certification applicants or 
certified operation's appeal of a certifying agent's decision, the applicant will be 
issued organic certification, or a certified operation will continue its certification, as 
applicable to the operation. The act of sustaining the appeal shall not be an adverse 
action subject to appeal by the affected certifying agent. 

(2) If the Administrator or Slate organic program denies an appeal, a formal 
administrative proceeding will be initiated to deny, suspend, or revoke the 
certification. Such proceeding shall be conducted pursuant to the U.S. Department of 
Agriculture's Uniform Rules of Practice or the State organic program's rules of 
procedure. 

(b) Acqeditation appeals. An applicant for accreditation and an accredited certifying agent 
may appeal the Program Manager's denial of accreditation or proposed suspension or 
revocation of accreditation to the Administrator. 

(1) If the Administrator sustains an appeal, an applicant will be issued accreditation, 
or a certifying agent will continue its accreditation, as applicable to the operation. 

(2) If the Administrator denies an appeal, a formal administrative proceeding to deny, 
suspend, or revoke the accreditation will be initiated. Such proceeding shall be 
conducted pursuant to the U.S. Department of Agriculture's Uniform Rules of 
Practice, 7 CFR Part 1, Subpart H. 

(c) Filing period. An appeal of a noncompliance decision must be filed within the time period 
provided in the letter of notification or within 30 days from receipt of the notificatiOn, 
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whichever occurs later. The appeal wiD be considered "filed" on the date received by the 
Administrator or by the State organic program. A decision to deny, suspend, or I8VOke 
certification or accreditation win become final and non-appealable unless the decision is 
appealed in a timely manner. 

(d) Where and what to file. (1) Appeals to the Administrator must be fiJed in wrillllg and 
addressed to Administrator, USDA-AMS. Room 3071-8. P.O. Box 96458, WashingIon DC 
2Q090..6456. 

(2) Appeals to the State organic program must be fiJed in writing to the acIdress and 
person identified in the letter of noIification. 

(3) AU appeals must inetude a copy of the adversa decision and a slatament of the 
appellanfs reasons for believing that the decision was not Pfoper or made in 
accordance with appUcabie program regulations, policies, or procedures. 

§§ 205.682-205.689 [Reserved] 

Miscellaneo .. 
Section 205.690 provisions the Office of Management and Budget control nt.I'I'Iber assignad 
to the information coIIecIion requirements of these regulations. Sections 205.691 1hrcugh 
205.699 are reserved. 

MisceRaneo.. 
§ 205.690 OMB control number. 
The control number assigned to the information coIIedion requirements in this part by the 
Office of Management and Budget pursuant to the Paperworit Reduc:Iion Act of 1995, 44 U.S 
C. Chapter 35, is OMB number 0581-0181. 

§§ 205.691-205.699 (Reserved] 

PARTS 206-209 (Reserved) 
Dated: December 13. 2000 
Kathleen A. Merrigan 
Administrator 
Agricultural Marf<eting Service 
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Appendixes to Preamble 

Appendix A. - Regulatory Impact Assessment for Final Rule Implementing the 
Organic Foods Production Act of 1990 
The following regulatory assessment is provided to fulfill the requirements of Executive 
Order 12866. This assessment consists of a statement of the need for national organic 
standards, a deSCription of the baseline for the analysis, a summary of the provisions of the 
final U.S. Oepartment of Agriculture (USDA) rule and the altemative approaches that were 
examined, and an analysis of the benefits and costs. Much of the analysis is necessarily 
descriptive of the anticipated effects of the final rule. Because basic market data on the 
prices and quantities of organic goods and the costs of organic production are limited, it is 
not possible to provide quantitative estimates of all benefits and costs of the final rule. The 
cost of fees and recordkeeping in the final USDA rule are quantified, but the anticipated 
benefits and other costs are not. Consequently, the analysis does not estimate the 
magnitude or the direction (positive or negative) of net benefits. 

Under the final rule, USDA will implement a program of uniform standards of production and 
certification, as mandated by the Organic Foods Production Act of 1990 (OFPA). The 
primary benefits from implementation of USDA's National Organic Program (NOP) are 
standardizing the definitions and the manner in which organic product information is 
presented to consumers, which may reduce the cost associated with enforcement actions in 
consumer fraud cases, and improved access to domestiC and Intemational markets from 
harmonizing the various State and private organic standards and elevating reciprocity 
negotiations to the national level. 

The costs of this rule are the direct costs for accreditation and the costs of complying with 
the specific standards in the proposal, including the reporting and record keeping 
requirements. Certifiers will be charged fees based on the actual costs of the accreditation 
work done by USDA staff. Smaller certifiers with less complex programs are expected to pay 
somewhat lower fees. OrganiC farmers, ranchers, wild-crop harvesters, and handlers will 
have to pay fees for organic certification from a State or private certifier but will not be 
charged any additional fees by USDA. The direct accreditation costs to an estimated 59 
certifying agents (including all 49 current U.S. certifiers and an estimated 10 foreign agents) 
during the first 18 months following the final rule are estimated to be approximately $92,000 
to $124,000 and are being subsidized with appropriated funds derived from the taxpayers. In 
addition, USDA will use appropriated funds to cover approximately $270,000-$448,000 in 
hourly charges for site evaluation during this period and for other costs associated with 
starting up the NOP. The magnitude of other compliance costs for adhering to this 
regulation-Including the costs of becoming familiar with and adopting the national 
standards-have not been measured. For organic farmers who adhere to State regulations or 
undergo third-party inspection and certification, the compliance cost may not be large. For 
those who don't, the costs may be more substantial. The impect of this regulation on small 
certifying agents and other small businesses has also not been measured but may ba 
significant. 

To account for Significant rule changes from the proposal and to reflect more up-ta-date 
information, we revised some estimates of benefits and costs. We have raised our estimates 
of current certification fees and USDA accreditation fees. Also, we now project higher USDA 
accreditation fees after the 18-month implementation period. We revised our estimates of the 
certification fees charged by a representative set of public and private certifiers in the U.S. 
based on new data, and our new estimates are about 25 percent higher for small and 
midsized farmers. Small and midsized farmers are now estimated to pay $579 and $1,414 
for their first-year certification, respectively. Accreditation costs after the 18-month 
implementation period are substantially above those estimated in the proposed rule, 
reflecting a slight increase in the govemment per diem travel allowance since the proposed 
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rule was published and a change in the projected number Of AtViemn needed for • 
evaluations and renewals after the 18-monlh implementation period. In the PRJIlGl8d rule, 
USDA had projectecl that only one reviewer would be needed for • eva_lIolls and 
renewals that took place after the 18-rnonth mplemelilallon period but has dIanged that 
projection to two reviewers based on additional experience with the InlernaIIonaI 
Organization for Standardization (ISO Guide 65) program. We estimate that iniIIaI 
accreditation costs after the 18-rnonth implementation period wit range from .,120 to 
$9,700, approximately double our estimate in the March 2000 proposed rule. 

Marginal changes have been made in the final ru/e, in response to comments on the MardI 
2000 proposal, which generally clarify or add flexibility to producer and handler provisions or 
make them better reflect current industry standards. One key change was to raiSe the 
threshold for labeling products as "made with organic ingredients" from 50 pen::ent organic 
content to 70 pen::ent to be consistent with intemallonel industry standards. Although not 
quantified, we believe that this will increase the cost Of the rule. Another key change was to 
reduce the transition period for a dairy operation to make a whoIe-hetd conversion to organic 
production in order to make conversion affordable for a wider range Of dairy farms, Induding 
smaller operellons. Although not quantified, we believe that this wi! dec:rease the cost Of the 
rule. 

The Need for National Standards Over the last several decades. as market demand has 
grown from a handful Of consumers bargaining direCtly with farmers to mIIIons Of c:onsumens 
acquiring goods from supermarket shelves as weD as market staRs, a patchwOIt Of State and 
private institutions has evolved to set standards. and verify label claims. Organically 
produced food cannot be cflSlinguished visually from c:onventionaI food and cannot 
necessarily be distinguiShed by taste; therefore, consumers must rely on labels and other 
advertising tools for product information. Farmers, food handlers, and other busineSSeS that 
produce and handle organically grown food have a financial inc8ntIve to advertise that 
informaIIon because consumers have been willing to pay a price premium for these goods. 
However, consumers face difficulties in discemlng the organic attributas Of a pnxfuc:t. and 
many producers and handlers have sought third-party cerIII'Ication Of OIgallic c:Iaims. 

State and private initiatives have resulted in a fairly robust s,sleon of standards and 
certificallon, and the difficulties In consumer verification have been partially O¥8IaIIIIIt by 
these initiatives. Private organizations, mostly nonprofits, began developing certificatiOn 
standards in the early 1970's as a way to support organic fahning, es wei as to sballgthen 
legitimate product claims. The first organizallon to offer thiRt-party cerlllicallon, CalIfon lie 
CerIified Organic Farmers, was formed in the early 1970's. and the first State regulations 
and laws on organic labeling were also passed in the 1970's. Currently. 13 State and 38 
private certification programs are operating in the United States, and about half the States 
c:urentIy have some form of regulation. While most States stili do not mandala third-party 
cerlllicalion and many organic prodUC8l1l stili market goods without cerlllicalion, large food 
processors, grain traders, and retailers are incntasingly requiring C8I'IIfIcaIIon. and many 
gl'OVfGrs have turned to cartiflCllllon as a marketing tool. 

However. even with IncntasIng pressure for growers to use third-party cerlllicalloil sarvicas 
and increasing availability of these sarvices from State and privaIa C8I1ifiers. the 
discrepancies bel:\Tieen the cartifIers on organic standards end between the States on 
cartificallon requirernenta have resulted in several impedimenIs to market deveIopm8Ill The 
patchwoIt of variable standards has made producer access to organic markets. intemationaI 
and domestic, uneven. The recant emergence of the industry.Gevaloped standards may 
have mitigated some domestic access problems, but two Important impediments remain. 
They are: multi-ingredient cartification disputas and barriers to foreign markets. 
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Difficulty Certifying Multi-ingredient Products 
Although the State and private organic standards that have developed over the last several 
decades have many areas of overlap, particularly for crop production, the differences have 
caused disagreements among certifying agents over whose standards apply to multi
ingredient organic processed products. These disagreements have created sourcing 
problems for food. Disagreements about standards also create sourcing problems for 
handlers of these multi-ingredient products. Certifying agents are able to negotiate and 
maintain reciprocity agreements at some cost. These reciprocity agreements specify the 
conditions under which certifying agents recognize each other's standards. AHhough new 
organic product offerings have emerged at a fast pace during the 1990's, this pace could 
eventually slow, assuming that the need for costly reciprocity agreements will continue to 
persist in the absence of national standards. 

Barriers to Foreign Organic Markets 
In the absence of a national standard, U.S. producers have taken on costs of private 
accreditation or shipment-by-shipment certification required to gain access to some foreign 
markets such as the European Union (EU). However, even with these actions, U.S. organic 
products may have had some difficulties entering other foreign markets due to high 
infonnation and search costs on the part of foreign buyers. Some foreign buyers of U.S. 
organic products may incur costs to detennine the compatibility of standards. Such costs 
may have discouraged purchases of U.S. organic products. 

Congress passed the OFPA--Title XXI of the Food, Agriculture, Conservation and Trade Act 
of 1990. U.S.C. Title 7-largely to address these marketing problems. The OFPA mandates 
that the Secretary of Agriculture develop a national organic program, and USDA's statutory 
responsibility is the primary reason why USDA has carried out this rulemaking process. The 
OFPA requires the Secretary to establish an organic certification program for fanners, wild
crop harvesters, and handlers of agricultural products that have been produced using 
organic methods as provided for in the OFPA. This legislation requires the Secretary to 
establish and implement a program to accredit a State program official or any private person 
who meets the requirements of the Act as a certifying agent to certify that fann, wild-crop 
harvesting. or handling operations are in compliance with the standards set out in the 
regulation. As stated by the OFPA in section 6501, the regulations are for the following 
purposes: (1) to establish national standards governing the marketing of certain agricultural 
products as organically produced products, (2) to assure consumers that organically 
produced products meet a consistent standard, and (3) to facilitate interstate commerce in 
fresh and processed food that is organically produced. 

Baseline 
After struggling to build market recognition and supply capacity for many decades, the 
organic fanning industry became one the fastest growing segments of U.S. agriculture 
during the last decade. Certified organic cropland more than doubled in the United States 
between 1992 and 1997, and two organic livestock sectors-eggs and dairy-grew even faster 
(Greene, 2000a). USDA's Economic Research Service estimates that over 1.3 million acres 
of U.S. fannland were certified in 1997, and more recent data from some of the certifiers 
indicate that this momentum is continuing (Greene, 2000b). AHhough national estimates of 
tha amount of uncertified organic acreage are not available, data from California, the largest 
U.S. producer of organic specialty crops, indicates that most of the State's organic acreage 
and about half of the growers were certified during the 1997198 crop year (Klonsky et aI., 
2000). 

Growth in U.S. sales of organic products during the 1990's mirrors the growth in acreage 
devoted to producing these goods. According to industry data, total organic product sales 
more than doubled between 1992 and 1996 to $3.5 billion in sales (table 1). More recent 
industry data on organic sales through natural product stores, the largest outlet for organiC 

226 



products, show amual saJes gJOWIh continuing in the general range of 20-25 percent 
amually. 

The recent gJOWIh in organic production and sales has taken place in the absance of 
national organic standards but with industry expecIalion that these standards want 
forthcoming. While the U.S. organic industry is charaderIzed by an array of certiIicatiori, 
production, processing, and marketing pracIk:es, there are commonalities throughout the 
industry. 

Certifk:ation 
The number of U.S. certification groups has IIuctuated between 40 and 50 during the last 
decade. Currently, 49 organlzations-36 private and 13 State ara advertising that they 
provide certification services to farmers, handlers (a category that USDA defines to include 
processors), retailers, or other segments of the food industry. Some C8I1ifiens provide 
services to multiple segments of the food industry. Private certifying agents range fn:Im smaI 
nonprofit associations that certify only a few growers to large for-profit businesses op8iating 
in numerous States and certifying hundreds of produce!$. Typica/Iy, certifying agents nMew 
organic production plans, inspect the farm fields and facilities to be certified, per'.odk:aIIy 
rainspect, and may conduct soU tests and tests for residues of prohibited substances. In 
some cases, certifying agents negotiate reciprocity 8graements with other agents. 

State laws vary widely on organic certification and regisIraIion. Some States. suctI as 
California, requira only that an organic producer ragistar and make Clllllftcation vob'ItaIy. 
Other States, including Texas, requira certification by the State's own agents. while 
Minnesota and others accept certification by a private certifying agent. AppR»cimatety half of 
the States have laws that ragulate organic production and processing. In many 51 III 
producers mey claim their product is organic but operate without certification or ',\lei defill8d 
standards, Many organic producers in States with no Stata programs voluntarily secure thIR:J.. 
party certification to well-defined standards. CerIificatIon costs vary with farm size and 
across certifying agents. Illustrative certification costs ara prasentad in tables 2A and 28. 

Very few certifying agents operate with an external accreditatiOn for the foIoI1Jing ... asons. 
ThaI8 is no law which requires them to be accradited: the price may be unacceplably high In 
ralation to expected benefits; the certifying agent may be unabta to find en aocaadililiU party 
wiling to acaadlt the particular organic program the certifying agent Is markeIing; and State 
programs may believe that their status as a government entity Obviates the need for exI8I.1111 
acaaditation. 

In 1999, USDA began accrediting certifying agents as meeling ISO Guide 65. It Is a r.l'abIe 
racogniliOn that the certifying entity satisfies the business capacity standards of \SO Guide 
65. EU authorities have accepted verification of certifying agents to ISO GuIde 65 as an 
II lterim measura to facilitate exports pending the astablishment of a naIionaI organic 
program. 

Qman!c Crpp and livestock Prpduct!on 
In 1997, farmers in 49 States used organic production systems and thin:J..party orgailic 
certification services on over a mUlion 8CI8S of farmland and ware raising certified organic 
livestock produclion in nearly half the Statas, according to USDA data (Graene, 2000a). 
Two-thirds of the farmland was used for growing crops, with Idaho, CalifornIa, North Dakota, 
Montana, MiMasOla, Wisconsin, Iowa, and FIoffda as the top producaIs. CoIoIado and 
Alaska had the most organic pasture and nulQ8lalld. CalIfornia overwheInlilgly had the most 
certified organic fruit and vegetable acreage In 1997, but farmers want QI'OIIWng smaI pIDIs of 
certified organic vegetables for direct marketing to consumers in over half the States. About 
2 percent of the U.S. apple, grape, lettuce, and carrot crops ware certified organic in 1997, 
while only one-tenth of 1 percent of the U.S. com and soybean aops ware grown under 
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certified organic farming systems. USDA has not estimated the amount of acreage devoted 
to organic production systems that has not been certified, although data from California 
suggest that a large number of farmers, mostly those with small operations, produce and 
market organic goods without third-party certification. 

Key production practices followed by certified organic producers indude: abstaining from use 
of certain crop chemicals and animal drugs; ecologically based pest and nutrient 
management; segregation of organic fields and animals from non-organic fields and animals; 
following an organic system plan with multiple goals, induding sustainability; and 
recordkeeping to document practices and progress toward the plan's goals. Specific 
elements of organic production vary, but organic systems generally share a core set of 
practices. For example, the certification standards of virtually all State and private U.S. 
certifying agents prohibit the use of synthetic chemical pesticides or animal growth 
hormones. And most certification standards include a 3-year ban on the use of prohibited 
substances on cropland before production can be certified as organic. 

On the other hand, certification standards for organic livestock production have been more 
variabte for pasture, feed, and other pradices. Until 1999, the USDA Food Safety and 
Inspection Service (FS1S) withheld approval for the use of organic labels on meat and 
poultry products pending the outcome of this rulemaking. However, the Secretary 
announced a change in policy in January 1999. Meat and poultry products may be labeled 
"certified organic by (name of the certifying agent)" If handlers obtain prior label approval 
from FSIS and the daim meets certain basic criteria. Organic labels have been permitted on 
eggs and dairy products-which are regulated by the Food and Drug Administration (FDA)
throughout the 1990's, but most certifiers have not yet offered certification services for these 
products. 

We provide a summary of the New Hampshire organic program to highlight the similarities in 
the core set of practices. It is important to note that this discussion is intended to highlight 
the conceptual similarities between State and private programs and is not intended to 
suggest that these programs are identical to each other or to the NOP. Production standards 
include: a written rotation plan; tillage systems that incorporate organic matter wastes into 
the topsoil; compliance with limits on the sources of manure and the timing of its application; 
prohibitions on the use of certain substances (e.g., sewage sludge, synthetic sources of 
nitrates, synthetic growth regulators, and anhydrous ammonia); a list of accepted and 
prohibited weed and pest control practices; segregation of organic and non-organic 
production; recordkeeplng regarding fertilization, cropping, and pest management histories; 
separate sales records for organic and non-organic production; and records of all laboratory 
analyses. Residue testing may be required if USDA believes that the products or soil used 
for producing certified products may have become contaminated with prohibited substances. 
The New Hampshire program requires growers to pay a $100 annual inspection fee and to 
provide a written description of their farm operation, including the size of the farm; a field 
map; a 3-year history of crop production, pest control, and fertilizer use; a crop rotation and a 
soil management plan; and a description of postharvest storage and handling methods. 
Applicants for certification must also agree to comply with regulations contrOlling the use of 
the New Hampshire certified organic logo. 

Organic Food Handling 
In addition to growers, who actually produce and harvest products to be marketed as 
organic, there are handlers who transform and resell the organic products. Not all certifiers 
have standards for handling organiC products. And some certifiers have standards for parts 
of the food marketing system, such as restaurants, which are not explidtly covered by the 
OFPA nor encompassed by this final regulation . 
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Definitions of processing and handling dilfer across certifying agents and StaIa lawS. Some 
States. such as Washington. distinguish between a proc:essor and a handler, specifying 21 
actions which constitute processing and defining a handler as anyone who seIs. dislributes. 
or packS organic producIs. Other States do not distinguish between food proc:essors and 
handlers. Under the final rule. the term, -mandlet'," includes processors but not finaI.eta.1ers 
of agricultural products that do not proc:ess agricultural products. 

Organic Produd Marketing 
The two largest marketing outlets for organicaUy produced goods are natural foods stores 
and direct markets-whlch include farmers markets. roadside stands. and 'community 
supported agricultura' arrangements-accordig to industry data. USDA does not have 
official national level statlstics on organic retail sales. but an industry trade pubIIcaIion. the 
Natural Foods Men:hancflS8r (NFM). reported estimates of total retail sales of organic foods 
foryears 1990-96 and continues to report estimates of natural product stores sales (table 1). 
The last NFM estimate of total organic sales through all marketing outIeIs was $3.5 biaon in 
1996 ($3.7 billion in 1999 dollars). less than one percent of total food expendiltns by 
fammes and individuals that year. 

Natural foods stores increased in size and presence in the United States dlMing the 1990"8-
many are now the size of conventional supermarketlHlnd abouttwo-thilds of estimated total 
organic sales during the 1990's were through this outlet (table 1). NatLnII foods 
supermarkets, which are similar to conventional In the breadth of supermarket offeIings and 
amount of total sales, accounted for close to 1 percent of totel supermarket sales by 1997 
(Kaufman 1998). Organic product sales through the natural foods stores outlet, alone, in 
1999 were estimated at $4 bllion, and sales through this outlet ina"eased aboul20-25 
percent annually through the 1990's. 

Direct-to-consumer market sales ranged from $270 to $390 million during the earty 1990's. 
accounting for between 17 and 22 percent of total organic sales during this period. 8CCOIdi.., 
to NFM estimates (table 1). Conventional food stores (mass markets) IlCIXU"II.ed for 6-7 
percent of total sales during this period, and export sales accounted for 3-8 pen:ant of the 
totel. A draft report on the U.S. organic export market, partly funded by USDA. indicaI.as that 
current U.S. export sales are under 5 percent of total organic product sales (Fuchshofen and 
Fuchshofen 2(00). 

The United States is both an Importer and an exporter of organic foods. The UnIted SIIIIS 
does not restrict Imports of organic foods. In fact, U.S. Customs accounts do not cIstinguiIh 
between organic and conventional producIs. The largest marketS for OIg8I'Iic foods ouIIide 
the United States are in Europe, Japan, and Canada. Thera is /ncntasing pniIIIW'8, 
partlculat1y in Europe and Japan, for U.S. expor1lI to demonstrate that they meet a national 
standard rather than a variety of private and StaIa standaIds. France. for example, hal 
Indicated to USDA that It prefers to negotiate with a single national organic progIam, rather 
than the dozens of different StaIa and private certifying programs cummIIy upeialii.., in the 
U.S. 

The EU is the largest market for organic food ouIskIe the UnIted States. The organic food 
market in the EU was estimated to be worth $5.2 billion in 1997 (International Trade Centra 
UNCTADlWTO 1999). The largest organic retail sales markets in the EU in 1997 were 
Germany ($1.8 biUion), France ($720 miUion), and Italy ($750 million). Large organic markets 
outside the EU include Canada and Ausballa, with apprmdmateIy $60 million and $68 
million, respectively. in organic retail sales in 1997 (Lohr 1998). Import Ihara of the organic 
food market in Europe ranged from 10 percent in France to 70 percent in the UnIted 
Kingdom, was 80 percent In Canada, and varied from 0 to 13 percent In various Australian 
States. 
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Japan is another important mamet for U.S. organic products. Currently, Japan has voluntary 
labeling guidelines for 6 categories of nonconventiona! agricultural products: organic, 
transitional organic, no pesticide, reduced pesticide, no chemical fertilizer, and reduced 
chemical fertilizer. Total sales, including foods mameted as "no chemical" and "reduced 
chemical," are forecast to jump 15 percent in 1999 to almost $3 billion. Imports of organiC 
agricultural products were valued at $90 million in 1998. Given Japan's limited agricultural 
acreage, Imports will likely provide an increaSingly significant share of Japan's organic food 
supply (USDA FAS 1999a). 

Recently, these mamets have adopted or are considering adoptlon of procedures that may 
impede the importing of organic food. The EU regulations establishing the basis for 
equivalency in organic production among EU members and for imports from outside the EU 
were adopted in 1991 (Council Regulation 2092191). The EU regulations only allow imports 
from non-EU countries whose national standards have been recognized as equivalent to the 
EU standards (Commission Regulation 94/92). 

The Ministry of Agriculture, Forestry, and Fisheries (MAFF) in Japan recently announced 
proposed standards and third-party certification requirements. Under Japan's proposed 
standards, certifying agents from countries without national organic standards administered 
by a federal government win face additional financial and administrative costs. 

Requirements of the Final Rule 
The final rule follows the structure establiShed in the OFPA. By adopting this alternative, the 
Department is following the legislative direction in the OFPA. All products marketed as 
organic will have to be produced and handled as provided in the OFPA and these 
regulations. Compared to current organic practices, the final rule sets a somewhat more 
stringent system of requirements. 

Among many alternatives, two alternatives to the final rule are discussed in this section: 
continuation of the status quo and use of industry-developed standards. Given the statutory 
responsibility, USDA is implementing the requirements of the OFPA. However, under the 
status quo alternative, there would be no national standard or national program of 
accreditatiOn and certification. No Federal funds would be used, there would be no transfer 
from Federal taxpayers at large to organic market participants, and there would be no 
Federal regulatory barriers to entry into organic production and handling. However, growers 
and handlers would still not have level access, under uniform standards, to the domestic 
mamet, and there may be significant enforcement gaps at the State leVel. International 
pressure for additional verification would continue to build and would be likely to lead to an 
increased use of public and private verification and accreditation services, which are 
provided on a user-fee basis with full cost recovery. Establishing reciprocily between 
certifying agents In the domestic organic market would continue to be costly and may stifle 
growth in trade of organic products, although the magnitude of these costs and their effects 
on growth are unknown. Without further analysis that includes quantification and 
monetization of benefits and costs, it is not clear whether the net benefits associated with 
this alternative are greater or less than those associated with the final rule. 

Under the other industry-developed standards alternative, USDA could eliminate the costs 
aSSOCiated with establishing reciprocity in the domestic mamet and establish equivalency for 
access to international markets, but it would be difficult for industry to develop consensus 
standards. For example, the industry-developed standards recently proposed by the Organic 
Trade Association were developed with significant industry input but with little publiC 
comment. In contrast, several hundred thousand comments have been submitted in the 
course of the USDA rulemaking process. In addition, the OFPA rnandated an advisory role 
for a 15-member National Organic Standards Board (NOSB), which has wide representation 
from the organic community and includes members who are farmers, handlers, retailers, 
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environmentalists, consumers, scientists. and c:ertiftefs. The NOSB has assisted in 
developing the standards promulgated in this final rule and wiI play an advisory role for the 
NOP even after the final rule is in place. Without further analysis that includes quautilication 
and monetization of benefits and costs, it is not clear whether the net benefits associatad 
with this aHemative ara graatar or less than those associated with the final rule. 

USDA's final rule wiI be implemented by the NOP staff in the Agl'IcuIhnI Marketing Service 
(AMS). Major features of the NOP include: 

Accreditation and CertiIk:at!on 
The rule specifies the accraditatlon and certlficatIon process. Persons providing C8I'IIIIcation 
services for organic production and handling must be accradited by USDA through the NOP. 
Applicants for accraditatlon must document their abilities to certify IICCOIdIIlQ to the national 
standards and to oversee their client's compliance with the requirements of the OFPA and 
NOP regulations. Producers and handlers of organic produc:ts must be certified by an 
accradIted certifying agent Producers and handlers are required to doa.Jment their organic 
plans and procedures to ensura compliance with the OFPA. 

An certifying agents would have to be accradited, and certification by producers and 
handlers would be mandatory. The exceptions are: (1) growers and handIenI with gross 
organic sales of $5,000 or less would be exempt from O8I'tifk:ation, and (2) a handing 
operation may be exempt or excluded from certification according to provisions desaibed in 
the rule's subpart e, Applicability. 

USDA will charge applicants for accraditatlon and acaeditation renewal (raquftd every 5 
years) a $500 fee at the time of application. USDA wiI also charge applicants for costs over 
$500 for site evaluation of the applicants business. The applicant would be charged for 
travel costs, per diem expenses, and any miscellaneous costs inaJIJad with a site 
evaluation. USDA wiI also charge accredited certifiers at an hourly rata to review their 
annual reports. . 

Producers and handlers will not pay certification fees to USDA. Cerlification fees wiI be 
estabrlShed by the accradIted certifying agents. USDA win not sat fees. The rule ..... 
certifying agents to submit a copy of their fee schedules to USDA, post their fees, and 
provide appflCBnts estimates of the costs for initial certificaIion and for renewal of 
celtification. 

Production and Handb 
The rule establishes standards for organic production of crops and IiYestock and halidIIlQ of 
organic prodIlds. These standards W8I8 developed from specific requ/lanlBnls in the OFPA, 
recommendations from the NOSe, review of existing organic industry practices and 
standards, public comments racelved on the 1997 proposat and subsequent issue papers. 
public meetings, and comments received on the 2000 proposal. 

The final rule establishes a number of requirements for producers and handIenI of OIganic 
food. These requirements win affect fanning operations, packaging operations, processing 
operations and retailers. Soma of the major provisions are: (1) land raquiraments, (2) aop 
nutrient raquiraments, (3) aop rotation requiraments, (4) pest management requirements, 
(5) livestock management requirements, (8) processing and handling requirements, and (7) 
commingling requiraments. 

National Wit 
The National Ust lists aHowed synthetic substances and prohibited non-synthetic substances 
that may or may not be used in organic production and handling operations. The 1st 
identifies those synthetic substances, which would otherwise be prohibited, that may be 
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used in organic production based on the recommendations of the NOSe. Only those 
synthetic substances on the National List may be used. The National List also identifies 
those natural substances that may not be used in organic production. as determined by the 
Secretary based on the NOSe recommendations. 

Testing 
When certifying agents have reason to believe organic products contain a prohibited 
substance. they may conduct residue tests. 

labeling 
The rule also states how organic products may be labeled and permitted uses of the USDA 
organic seal. In addition to the USDA seal and the certifying agents seal. information on 
organic food content may be displayed. Small businesses that are certified may use the 
USDA seal. 

Recordkeeping 
The rule requires certifying agents, producers, and handlers to keep certain records. 
Certifying agents are required to file periodic reports with USDA. Producers and handlers are 
required to notify and submit reports to their certifying agent. While recordkeeplng Is a 
standard practice in conventional and organic farming. the final rule adds recordkeeping and 
reporting requirements that do not exist for growers and handlers operating without 
certification. Similarly, certifying agents would face additional recordkeeping and reporting 
requirements, particularly those certifying agents operating without external accreditation. 
The rule permits certifying agent logos and requires the name of the certifying agent on 
processed organic foods. 

Enforcement 
Organic operations that falsely sell or label a product as organiC will be subject to civil 
penalties of up to $10.000 per violation. The provisions of the final regulation apply to all 
persons who sell. label. or represent their agricultural product as organic. including 
operations that aren't certified, and the civil penalties of up to $10,000 apply to these 
operations as well. Certifying agents, State organic programs' governing State officials. and 
USDA will receive complaints alleging violations of the Act or these regulations. In States 
where there is no State organic program, USDA will investigate allegations of violations of 
the Act. 

Number of Affected Parties and Projections 
In asseSSing the impacts of the rule, we have attempted to determine the number of 
certifying agents, private and State, that are currentiy operating and considered the factors 
likely to affect the number of certifying agents after the rule Is Implemented. We have 
attempted to determine the number of currently operating producers and handlers that would 
be affected. And, we have considered the factors that might affect the number of producers 
and handlers after the program has been implemented. 

For the analysis, USDA assumes the following: 
1. FOrly-nlne domestiC certifying agents and ten foreign certifying agents will be affected by 
the regulation. 
2. Approximately 13,650 certified and noncertified organic producers win be affected by the 
regulation. With the assumed growth rate of 14 percent for certified organic producers and 
approximately 8 percent for noncertified organic producers, the number of organic producers 
will grow to 17,150 in 2002. 
3. Approximately 1.600 handlers of organiC food will be affected by the regulation. This 
number will grow to 2.250 by 2002. 
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Certifying Entities 
We place the number of certifying agents CUI'I8OtIy operating at 48, D:Iuding 13 SIata 
programs. The number of certifying agents has remained fairly stable, between 40 and 50, 
for some years, with enIrfes and exits tending to offset each other. For purpllses of 
estimating the paperwork burden descnbed elsewhere, we assume no gruwlh In the number 
of domestic certifying agents but project 10 foreign certifying agents will seek and receive 
USDA accreditation In the first 3 years of the pragian •• 

Oroanic Producers 
While some USDA data on the number of certified organic pRIducers In the United SC • s 
exist, no national data have been collected on the number of producers that produce and 
martcet organic goods without third-party certilic:ation. Organic farming was not distinguished 
from conventional agriculture in the last Census of Agriculture In 1997. USDA and Organic 
Farming Research Foundation (OFRF) data were used in the Regulatory Impact Analysis 
(RIA) of the March 2000 proposed rule to help estimate the number of ceJiified U.s. glo£era 
affected by the regulation. califomia Depalbnent of Food and Agriculture (CDFA) data were 
used to help estimate the number of uncertified U.S. glOMlrl alfected by the regulation. AI 
three of thase data sources have updated their estimates of the number of certified and 
uncertified organic producers IInce the RIA of the pmposed rule was published ....... this 
year. However, the updeted numbers do not Indicata trends that would fundameiltallt alter 
the assumptions used In the RIA of the proposed rule to calculate the number of alfected 
growers, and the estimates made for the March 2000 RIA are retained In this assassment of 
the final rule. 

USDA datum Indicates the average annual gruwlh rate In the number of U.S. certified 
organicgrcwers between 1991 and 1994 was about 14 percent (Dunn 1995b).InApril2000, 
USDA's Economic Research Service estimated that 5,021 certified organic lJIouuers 
operated 1.347 mHIien acnts of U.S. farmland in 1997, Indicating that the inaeasa In aaaege 
had outpaced the increase In growers, and showing only an 8 percent annual growth rate In 
growers between 1994 and 1997 (Greene. 2000b). However. USDA'S study Indicated that 
the pace of growth In certified acreage had quickened considerably since 1997, with the 
amount of certified aaaage increasing 38 to 150 percent between 1997 and 1999 by several 
large certifying organizations across the U.S. And a nonpmfit organic research 1'oI.I'oi:Iatic .. 
OFRF, estimates that the number of certified organic pRIducers in the cerIiIicaIion 
organizations that \:hey track-the ones that will release data to thefn.-.1Jaw over 20 percent 
annually between 1997 and 1999, from 4,638 to 6,600 (OFRF 2000). Also, one c:artiIier, 
Washington State, responded to our request for data on the growth rate, 1rdceIi", that .... 
number of certified organic producers has increased an average of 17 parcelil per year 
bet\'Jeen '1994 and 1999 In that State and noting that cerIiIicaIion bec:ama rnand8toIy by 
State law In 1993. 

In the March 2000 RIA, USDA estimated that the number of certified U.s. organic prodIlC8I'S 
potentially affected by this lagislation Is appmxirnetely 9,350 In 2000 and wi! be 
apprcximateIy12,150 In 2002, based on a sbalght Hne projection of .... 14-paJatni annual 
growth rate trend shown by USDA data for 1991-1994. The period, 2000-2002. was chann 
for analysis because It encompasses both the period of final NIemaIdng and .... 18-month 
implementation period. Congress passed the OFPA In 1990. and the 14-percent growth rate 
In certified glowers during the 1991-1994 period lelleds their 8lCJ*.1ation that national 
organic regulations were forthcoming. Since the recent estimates of IndUllry growth during 
the 1990's are uneven and the actual growth rate In the number of growers who wiI become 
certified after this legislation is implamented is uncertain, the March 2000 estimates are 
retained in this assessment of the finel rule. 

The March 2000 RIA also estimated the number of producers who are pmctidng OIgBllic 
agriculture but who are currently uncertified that would be affacted by the rule. In Califomia, 
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where organic growers are required to register with the State but not to be certified, a large 
proportion of growers are uncertified. The most recent State data, for the 1997198 crop year, 
indicate that 1,526 growers registered as organic, but only 41 percent of them obtained third
party certification (Klonsky et aI., 2000). While only a small percentage of growers in the 
lowest organic sales category (0-$10,000), where the largest number of growers were 
clustered, obtained certification, three-quarters or more of the growers earning at least 
$50,000 obtained certification, and all of the growers in the highest sales class were 
certified. USDA did not use the California ratios of certified to uncertified growers in the 
March 2000 RIA to estimate the number of uncertified growers because the farming 

. structure of California may not be representative of the Nation. For example, California sells 
at least three times more specialty crops that any other State in the United States-and has 
an unusual registration program that many growers use instead of certification. 

USDA made two assumptions about uncertified production for the March 2000 estimate. The 
first assumption was that the rate of growth in uncertified production is less than the rate for 
certified farms because certification has value and organic producers would be expected to 
take advantage of the marketing advantages of certification. This assumption is consistent 
with Califomia data that showed an increase in the percent of organic farmers obtaining 
certification between 1996197 and 1997198 in virtually every sales class (Klonsky et al. 
2000). Second, the emergence of State certification programs with lower certification fees 
than private certification entities may have encouraged more organic producers to be 
certified. Based on these assumptions, USDA assumed that the number of uncertified 
organic producers Is 'about 4,300 in 2000 and will be about 5,000 in 2002, making the total 
number of farms potentially affected by the rule about 13,650 in 2000 and 17,150 in 2002. 

Organic Handlm 
UttIe Information exists on the number of organic product handlers, such as organic soup 
manufacturers, organic food packaging operations, organic food wholesalers, and feed 
millers. USDA has estimated that there were 600 entitles in this category in 1994 (Dunn 
1995b). AMS estimated that the growth rate was 11 percent from 1990 through 1994 (Dunn 
1995b). More recent data from CDFA registration records suggest a growth rate of about 28 
percent (California Department of Health Services 1999). For projection purposes, we use a 
growth rate of 20 percent and estimate there are about 1,600 in 2000 and there will be about 
2,250 handlers in 2002. Reasons for growth include the general increase in organic 
production and growth in the market for processed organiC foods, including multi-ingredient 
products. Again, these projections are based on limited data from the early 1990's, and 
growth may have slowed or increased. These estimates of organic product handlers are 
slightly higher that the estimates made in the March 2000 RIA because they include about 
100 feed millers that were not included in the earlier calculation. 

Retail Food Establishments 
Retailers of organic food are grocery stores, bakeries and other establishments that process 
or prepare raw and ready-to-eat fOOd. Most are not currently subject to either voluntary 
practices or mandatory standards of the organic industry. Although they are excluded from 
the certification requirements under the final rule, they are subject to other proceSSing, 
handling, and other production related requirements of the final rule. Some of the grocery 
stores in the United States, particularly the natural foods stores, sell processed or prepared 
organic foods and will be affected by the these requirements. USDA does not have an 
estimate of the number of entities affected. 

Foreign Entities 
In addition to domestic certifying agents, foreign certifying agents may also apply for 
accreditation under the NOP. At this time, we have no information regarding the number of 
foreign certifying agents that may seek USDA accreditation. Foreign applicants will face the 
same base costs for accreditation as domestic applicants but the overall levels of cost are 
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expected to be higher due to the generally higher costs of foreign travel and per diam 
expenses for site evaluation and miscellaneous costs such as for translation of documents. 
For purposes of estimating the paperwork burden described elsewhere, we assume 10 
foreign certifying agents will seek and obtain accreditetion during the first 3 years of the 
program. 

Benefits of the F"mat Rule 
The benefits of implementing national uniform standards of production and cet1iIication 
include: (1) providing a common set of definitions on organic atIrIbutes and slandaiClizing the 
manner in which the product information is presented, which may reduce the cost associated 
with enforcement actions in consumer fraud cases; (2) reduced administrative costs; and (3) 
Improved access to organic mark_. Not al benefits that may arise from the rule ant 
quantifiable. Where economic data are available, they may relate to costs and are generally 
not adequate to quantify economic benefits. The regulatory changaa in the final rule are nat 
expected to reduce the banefits from those described under the March 2000 proposed rule. 

Information 
Potential banefits to consumers as a result of the final rule inc:Iude providing a common set 
of definitions on organic atlnbutas and standardizing the manner in which the product 
information is presented. This standanflZ8tion may reduce the cost associaled with 
anforcement actions in consumer fraud cases. 

Organic products caMOt be distinguished from conventionally produced prodllcls by sight 
inspection, and consumars rely on verfflcation methodS such as c:erlII'IaItion to ensure thIIt 
organic claims are Irua. SeIf-policing by certifiers of glowers and handlers that are C8I1IIIed 
has bean difficult because some certifiers have been under pressure to use weak standards 
and lax ellforcement procedures in order to keep their producer and processor c:IIeI Its from 
taking their businaas to other certifiers (Sc:owcroft 1998). 

Anecdotal evidence suggests that consumer fraud involving organic food does oc:a.-, and 
several States succ:essfully pursued civI and aiminal prosecution of these cases ckIing the 
1990's. The Attorney General of Minnesota successfully prosecuted felony c:hargaa in 1997 
against the president of Glacial Ridge Foods, a wholesale supplier of beans and gnins. for 
repackaging conventionally produced product and saling approximately $700,000 worth 
labeled as certified organic (MergenIime 1997). The San Diego City Attorney's office 
successfully prosecuted felony charges against PeIrou Foods, Inc., an OIgallic oil and 
vinegar distributor, for misbranding conventionaJ product, based on an Invasligalion by the 
CaIifomia Department of HeaJth Services (Scott 1997). Also the California [)apaib.&1l 01 
Food and Agriculture c::onducted spot checks of 51 uncertified organic growars ckIing the 
mid-1990's, based on complaints, and found 32 violations of Califomla's organic standards 
(Farmers Market Outlook). However, only about half of the States have any organic 
legislation, and few of those States have laws with enough teeth to pemlit prosecution 01 
organic fraud. In States without similar Jaws, the costs associated with remedies via the tort 
system may be high. The HOP established in this final rule is expected to .. in flilPOIfalll 
State and regional gaps in enforcement in organic fraud cases. 

The USDA organic seal wi. also provide consumers • quick tool to verify that goods oft'enId 
for sale as OIganic ant in fad organic. 

Reduced Adminlstra!lye Coats 
The rule addresses the problem of existing certifying agents using dilfel8l1t standards and 
not granting reciprocity to other certifying agents. By acaec:flling certifying agents, the rule 
establishes the requirements and enforcement mechanisms that would reducelnconsistant 
certification services and lack of reciprocity between certifying agants. In the currant syatem, 
the certifying agent of a final produd is not required to recognize the certification 01 an 
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intennediate product Both primary fanners and food handlers may face a risk of being 
unable to sell a certified organic product when more than one certifying agent is involved. By 
imposing a unifonn standard of certification and production, the costs associated with 
establishing reciprocity between certifying agents will be eliminated, and the market 
dampening effects that these costs impose will be eliminated. Industry-wide training costs 
may also decrease. USDA's uniform standards of production and certification should enable 
organic inspectors to move more easily from one certifying agent to another than under the 
current system. 

Domestic and International Markets 
The final rule is expected to improve access to domestic and foreign markets for organically 
produced goods. The current patchwork of differing State certification requirements and 
variable State and private standards has given producers and handlers uneven access to 
the domestic organic market and to the price premiums associated with this market. 
Uvestock producers, in particular, may have limited their organic production because they 
lacked access to a State or private organic livestock certification program or were uncertain 
about the standards that would be implemented under the NOP. 

The final rule could also Improve access to EU and other foreign markets for U.S. organic 
products. For example, the EU may determine that the NOP is acceptable vis-a-vis EU 
regulation 2092191. Article 11 of EU Reg. 2092191 establishes the conditions under which 
organic products may be imported from third countries and addresses the framework for 
equivalency. The NOP Is a national program that should be acceptable to the EU and other 
governments. Foreign acceptance of the U.S. national standard would reduce costs of 
negotiating and documenting shipment by shipment Reducing these transaction costs may 
reduce entry costs for U.S. producers to foreign organic markets. These benefits would not 
accrue until after negotiations for an equivalency agreement have been held and completed 
successfully, which could be a lengthy process. 

An estimated 5 percent of total U.S. sales are from exports. Currently, despite restricted 
access to the European market, the United States is the most important non-EU supplier of 
organic products to EU countries (Foreign Agriculture Service (FAS), 1995). Import 
authorizations have been granted for a number of raw and processed commodities, including 
sunflowers, buckWheat, beans, sugar, and apples. Demand is strong throughout the 
European market, and the organic market share was 1-2 percent of total food sales in 1997 
(Collins 1999). Medium-term growth rate forecasts range from 5-10 percent for Germany to 
30-40 percent for Denmark, and is 20-30 percent in most of the EU countries, according to 
the International Trade Centre UNCTADIWTO. However, most analysts are basing their 
projected future growth rates on straight-line extrapolations of current sales and growth rates 
without understanding the underlying market mechanisms and price elasticities (Lohr 1998). 

Costs of the Final Rule 
The costs of the regulation are the direct costs of complying with the specific standards. It is 
important to note that while some costs associated with accreditation and certification are 
quantified, costs stemming from other provisions of the final regulations are not. In addition, 
this is a short-run analysis. The analySis examines the costs that may be incurred through 
2002. It is not possible at this time to conduct a longer run analysis because we do not know 
enough about the fundamental supply and demand relationships to make economically 
sound long-run projections. 

Accreditation Costs 
USDA has identified 36 private certifying agents and 13 State programs providing 
certification in the United States. These 49 entities are considered likely applicants during 
the first 18 months during which USDA will not charge application fees or hourly fees for 
accreditation. An unknown number of new entrants to the certifying business may also apply. 
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However, over the last 10 years, the number of C8Itifying agents does not appear to have 
grown significantly, with the nat effect of entries and exits maintaining a population d 
certifying agents at about 40-50. 
The final rule allows USDA to conect fees from certifying agents for USDA accreditation. The 
first proposal would have permitted USDA to collect fees from producers and handlers as 
well, but USDA decided that it would be administratively simpler to collect fees only from 
certifiers and would enable State programs that want to keep client costs low to be able to 
dolO. 

Applicants for accreditation will be required to submit a nonrefundable fee of $500 at the 
time of application, which will be applied to the appIicant's fees for service ac:cot.I'Il ThIs 
means that the $500 fee paid at the time of application is credited against any subsequent 
costs of acaedilation arising from the initial review and the site evaluation. The $500 fee is 
the direct cost to applicants who are denied ater8dltation based on the initial review of the 
information submitted with their application. Charges for the site evaluation visit will COWIr 
travel costs from the duty stalion of USDA employees, per diem expenses for USDA 
employees performing the site evaluation, an houIty charge (per each employee) for 
services during normal wotting hours (higher hourly rates will be charged for overtime and 
for work on holidays), and other costs associatad with providing service to the applicant or 
certifying agent. 

At present, the base per diem for places in the United Statas is $8S ($55 for lodging and $30 
for meals and Incidental expenses). Per diem rates are higher than $85 in most IaIge cities 
and urbanized places, but over half of the current U.S. cerIifiers are located in places that 
have an $85 per diem rate, and that is the rate used to calculate average certifier opense. 
In table 3. A review of domestic travel by USDA staff during fiscal year 1999 indicates 
transportation costs ranging from $500 to $600 per person. Miscellaneous costs are 
estimeted to add another $50 to each site visit. 

The houIty rate that USDA anticipatas charging for acaeditalion is the rate that USDA 
currently charges for services under the Quality Systems Cerdficatlon PKIgI.n (QSCP). CILr 
preliminary estimate that this rate wll be no mont than $95 per hour is presenlad to give the 
public some indication of the rate that will be charged following the 18-month transition 
period. QSCP is an audit-based program administered by AMS, which provides I1'18III 
producers, handlers (packers and processors), and other businesses In the Ivutock and 
meet trade with the opportunity to have special processes or documented " 11) 
management systams verified. The procedures for acaeditallo.l evaluation are simi1ar to 
those used to certify other types of product or system certification programs under QSCP. 

Ac:creditation will include verification of adherence to ISO Guide 65 and lie regulations. 
Although much of the site evaluation for accreditation will involve comparisons against ISO 
Guide 65, additional hours will be required because USDA wi. be IMIIuatIng additional 
aspects of the appIicant's operation to del.armlne If the applicant is qualified to perform as en 
accredited agent for the NOP. Based on experience with the QSCP and more IimIB d 
experience performing audits verifying that certifying agents meet ISO Guide 65, we project 
that a site evaluation visit for smal applicants with a simple business structure will raquint 3 
days of review, and for those large applicants with more complex buslne .. IIIrUc:ture will 
require 5 days of review. 

USDA wiD use two reviewers for each site evaluation visit during the 18 .. molllll 
Implementation period, as wei as for new applicants after that period. One reviewer will 
come from the QSCP audit staff and wiU be familiar with the ISO Guide 65 verificalior.; the 
other reviewer Wll come from the NOP staff and will be femirl8r with requirements of the 
organic program. The two will conduct the site evaluation jointly. Two reviewers will also be 
needed for the site evaluation visits for the ater8d1tation renewals, which wli take place 
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every 5 years. In the proposed rule, USDA had projected that only one reviewer would be 
needed for site evaluations and renewals that took place after the 18-month implementation 
period but has changed that projection based on additional experience with the ISO Guide 
65 program. 

During the 18-month implementation period, applicants win be charged for travel and per 
diem costs for two persons and for miscellaneous expenses but will not be charged 
application fees or hourly fees. The estimated expenditures for these initial accreditations is 
$1,560-$2,100, with $510-$850 for per diem expenses, $1,000-$1,200 for travel expenses, 
and $50 for miscellaneous expenses (table 3). The cost of initial site evaluation visits will 
vary with the cost of travel from the USDA reviewer's duty station to the applicanfs place of 
business. In general, more distant and remote locations will involve higher travel costs. 

USDA estimates the costs of a site evaluation visit after the transition period may average 
$6,120-$9,700, depending on the characteristics of the applicant, including $4,500-$7,600 
for the hourly Site evaluation charges that are not billed to the certifier during the first 18 
months (table 3). USDA has received appropriated funds to pay for the hourly Site evaluation 
charges only during the first 18 months of the program. 

Currently, few private certifying agents are operating with third-party accreditation. Fetter 
(1999) reports that In a sample of 18 certification programs, four programs were accredited, 
and one had accreditation pending. All of these were large, private certifying agents. Those 
certifying agents currently accredited by third parties will likely pey less for USDA 
accreditation. In its first proposal, USDA stated at FR 62:65860, "We are aware that certifiers 
currently may pay in excess of $15,000 for accreditation by a private organization." 
Commenters thought this figure was too high. One commenter, which operates the 
Intemational Federation of Organic Agriculture Movements (I FOAM) Accreditation 
Programme under license to IFOAM, stated, "It is possible that the largest programme 
operating a chapter system with activities in many countries (which is included in their 
IFOAM evaluation) paid this amount in their first year. On the other hand the average cost to 
a medium sized certifier works out at around $3000 to $4000 per year.· Another commenter 
stated, "At the present time IFOAM accreditation costs less than $10,000Iyear for the largest 
certifier and $3-5,000 for smaller certifiers." 

The 18-month NOP implementation period affects the distribution of program costs between 
the organic industry and the taxpayer. Some of the costs of accreditation would be absorbed 
by the NOP operation budget appropriated by Congress. In effect, the taxpayers are 
subsidizing the organic industry. Without this subsidy, the total cost of accreditation would 
approach $1 million. 

The direct accreditation costs to an estimated 59 certifying agents (including all 49 current 
U.S. certifiers and an estimated 10 foreign certifiers) during the first 18 months following the 
final rule, are approximately $92,000 to $124,000. This figure is derived from the per-finn 
costs in table 3. In addition, USDA will use appropriated funds to cover approximately 
$270,000-$448,000 in hourly charges for site evaluation. USDA will also use appropriated 
funds to cover the costs of producing and publishing an accreditation handbook in several 
languages, translating USDA reports to foreign clients, and developing and funding a peer 
review panel to evaluate NOP's adherence to its accreditation procedures. And if more than 
the estimated 59 certifiers apply for accreditation during the first 18 months of the program, 
USDA will use appropriated funds to cover additional hourly charges for site evaluation. 

Private certifying agents and State programs that do not mirror the regulation may incur 
additional costs to change their programs to adopt the national standards. The discussion on 
the effect of the regulation on existing State programs is in 'State Program Costs." The cost 
associated with changing existing private certifying programs is not quantified. 
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Also, certifying agents who have been operating without third party ac:cred1Blion wit face 
new costs. For cet1Ifying agents who currently obtain third-party acaeditation, the dirac:t 
costs of USDA ac::creditation, which are only incurred every 5 years, may be lower on en 
annual basis compared to the crnct costs for third-party certification of $3,000-$5,000 per 
year indicated by lha commenters. The diIl!Ct costs for certifying agenbI obtaining 
accreditation during the fim 18 months, when USDA will not impose an application fee or 
hourfy charges, wiD be limited to travel, per diem, and misCellaneous expenses. 

A national accreditation program may shrink the market for a third-party acaeditatic:vL 
Certifying agents will have litUe incentive to maintain or seek a second accreditation by a 
private organization unless that accreditation sufficiently enhances the market value of the 
certifying agents services. Thus, the market will determine whether other acaedilillg 8i1li1ies 
continue to have a U.s. market for their services. 

Training programs are currently offered by the Independent Organic Inspedors Assor.iaIion 
(lOlA), an organization of approximately 165 organic certification inspectors. and by some of 
the larger certifying agents (lOlA). Costs to existing cet1Ifying agents to provide additional 
training to other staff are difficult to measura in the absence of information on a.mmt staff 
skill levels or the existence of formal training other than Inspector training. Some agendes 
rely on volunteer staff who may heve had no formal training, but the extent of this pnIdice is 
unknown. AMS intends to offer assistance to certifying agents, producers, and handlers by 
providing accreditation training for certification agents and other printed mateIiaIlhet would 
enable participants to better understand the regulations. In addition, AMS intends to continue 
open and frequent communication with certifying agents and inspectors to provide as much 
information as possible to aid them in fulfilling the requirements of the regulations. 

The OFPA requires that private certifying agents furnish reasonable security for the puIpOI8 
of protectillg the rights of participants in the organic certification program. It is upecIed lhet 
there will be costs to cet1Ifying agents from these requirements. 

Implementation of the final rule wiD also impose a less tangible cost on some eel"'" 
Some private certifiers have advertised their program and logo as represer IIiIIg higher 
standards than other programs. The brand value associated with the logos of these C8ItiIiera 
will be lost when uniform standards are implemented as part of the national Pl0QI8I1I. 
However, certifiers will stili be able to distinguish themselves 10 clients based on the quality 
of their services and other chanJcteristics. 

A key change was made in the final rule, based on comments 10 the Man:h 2000 proposal, 
10 make the standard used by certifiers to determine maximum allowable pesticide residues 
(the level above which a product could not be called organic) consistI8nt with the a.mmt 
industry standard and with Nose recommendetions. In the final rule, the standard wit be ... 
at 5 percent of the pesticide residue tolerances ceIcuIated by the Envirortmellt1lill Protection 
Agency (EPA). This change could conceptually reduce costs, but the rnagnIIude of this 
reducIion is uncertain. 

Certification Costs 
Under the final rule, USDA wiD not impose any diIl!Ct fees on producers and handIafs. 
Certifying agents will establish a fee schedule for their certification services lhet wit be filed 
with the Secretary. Certifying agents wiD pIOVide an persons inquiring about the application 
process with a copy of their feas. The certifying agent wiD provide each appIicaIll with an 
estimate of the total cost of certification and an estimate of the annual costs of updaIiIlg the 
certification. Under the proposed rule, certifiers could charge a maximum of 5250 at the time 
of application, but under the final rule, certifiers are not limited In the amount of C8Itification 
fees that they may charge at the time of application. 



Some States charge minimal fees for certification by subsidizing operating costs from 
general revenues. The majority of certifying agents structure their fee schedules on a sliding 
scale based on a measure of size, usually represented by the clienfs gross sales of organic 
products but sometimes based on the acres operated (Fetter 1999 and Graf and Lohr 1999). 
Some certifying agents charge an hourly rate for inspection and audit services. 

Graf and Lohr have applied fee schedules provided by ten certitying agents to four 
hypothetical farms. small. medium. large, and a super farm. Tables 2A and 2B summarizes 
the fees that Graf and Lohr found by applying schedules of each certitying agent to 
hypothetical farms. Total first-year costs and subsequent-year (renewaQ costs for 
certification are shown. The average cost for each size class should be interpreted with care 
because it is not weighted by the number of clients certified. In their study, the Texas 
Department of Agriculture program is the low-cost certifying agent for all-size operations. 
The high-cost certifying agent differs across farm sizes. None of these certification programs 
mentions costs for residue testing, which the NOP will require in the form of preharvest 
testing when there is reason to believe that agricultural products have come into contact with 
prohibited substances. Preharvest testing is expected to be infrequent. Some certifying 
agents currently require soil nutrient testing and water quality testing. The estimated total 
initial costs for a producer or handler to become certified are presented in table 3. 

We have not extended the average costs reported in Tables 2A and 2B to aggregata 
certification costs for all organic farms because the number of organic farms is not known 
with precision. nor is their geographic location. and there are no data to distribute the 
population of organic farms across size classes. The data from Califomia suggest that a 
large number of small farmers produce and market organiC goods without third-party 
certification. but those data may not be representative of the national trend. Although many 
of the smallest farms would quality for the small farm exemption from certification, if 
consumers accept the labeling practices required by this final rule, small farmers may obtain 
certiftcation to stay in the organic market, which may involve some cost. 

In response to comments. the March 2000 proposal was changed to provide that if a conflict 
of interest is identified within 12 months of certification, the certifying agent must reconsider 
the application and may reinspect the operation if necessary. Additionally. if a conflict of 
interest is identified. the certifying agent must refer the operation to a different accredited 
certifying agent These provisions would likely increase costs to certifiers; however. the 
magnitude of this increase is unknown. 

Production and Handling Costs 
Producers and handlers currently active in the organic industry may bear costs under the 
national standards. We believe that while most provisions of the program mirror cument 
industry practices. there are some differences. In addition to the cost associated with 
becoming familiar with the national program, any adjustments stemming from these 
differences will result in costs. These costs were qualitatively discussed in the March 2000 
RIA for major provisions of the rule and are described below. The March 2000 proposal 
adhered closely to recommendations from the NOSB and largely reflected current Industry 
standards. Marginal changes have been made in the final rule in response to comments on 
the March 2000 proposal. These changes have been made in concert with NOSS 
recommendations and. in general. have been made to clarity or add flexibility to producer 
and handler provisions or to make them better reflect current industry standards. 

Producers 
Producers of organic food will face numerous provisions that will regulate their production 
methods. As indicated in the Baseline section. many of the requirements are currently 
followed by certified organic farmers. Farming operations that are not certified but are 
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registered with a State government, such as califomia, I1ICeive copieS or the State laws to 
which they must comply. The costs associated with adjusting to provisions in the final rule 
may be minimal for certified and State-registered growers but may be more substantial for 
noncertified organic producers that do not follow a specific sat of guidatines or reguIaIons. 
Some organic producers are neither certified nor registered and, therefore, may not practice 
the requirements in the final rule. Major provisions of the final rule the withdnlJJ8I period 
required for land to be free of prohibited substances, National Ust, animal drug use, and 
residue tests-ara discussed to illustrate costs; other provisions may also impose additiOnal 
costs. 

A 3-yeer withdrawal period, during which prohibited materials cannot be applied to a field to 
be certified as organic, Is CUIT8flIIy required by most privata and State organic standaJds, 
and the final rule also specifies a 3-yeer period. The effect of this provision on the currently 
certified organic farming operations may be minimal, but the effect on farming opeIaIions 
thet are neiIhar certified nor registered may be significant. Farming opeudioos that have 
completed a 3-yeer withdrawal period wiY not be affected by this requirement To stay in the 
organic industry, those who hava not completed the 3-year period must comply with this 
requirement. Thay may incur the cost of organic production for a significant length or time. 
yet not be allowed to sail their products as organic. Hance, soma sman organic opeIations 
may exit the industry. 

The impact of the National Ust, which lists allowed synthetic substances and prohIlIlad non
synthetic substailCeS that may or may not be used in organic production and hancIIng 
operations, wiH be determined by how the national standaJds d"1ffer from current CIII1iIIcation 
standards and from actual practica. lists of approved synthetic materials, including soil 
amandments and pesticides, vary from ona cartification program to another, but a detailed 
analysis of specific differences in the various existing materials lists shows them to be 
overlapping in most casas with each other and with the National Usl The deg .... or CMIfIap 
should mitigate the costs for certified operations, but farming operations, particularly those 
that aren't certified, may need to make some adjustments to comply with the list. These 
adjustments will impose costs on these operations. The magnitude or the costs I8SUIting 
from thasa adjustments Is not quantified. 

Where Hvastock standards have bean adopted by existilig State programs and by privaIIiI 
certifying agents, most prohibit the use of animal drugs except for the trubllent or a spedIc 
dlseasa condition, and usa or animal drugs is generally prohibited within 90 days prior to the 
sale or milk or eggs as organic. Some State and private c:ertifiens allow the use or animal 
drugs in animals for slaughter under certain conditions, while others prohibit the use or 
animel drugs. The standards in the final rule would prohibit the sale .. organic or edible 
products derived from an animal treated with 811fib1otics or other UnBpp! owed substailCltS. 
The standards may not differ from existing State or privata standards in prohibiting the use or 
drugs on healthy animals. However, the effect of this provision may differ among C81tIIed 
and registered organic farms. The effect on the certified farming operations Is unknOwn. We 
assume that this provision may have costs, but the magnitude of these costs Is not 
quantiled. 

Add"dionaI costs may be Imposed by several further changes to the Man:h 2000 proposal. 
These changes involve the usa of treated lumber, confinement requinHnents, and the 
commercial avallebilil:y of ingredients in products labeled -organic.-

The replacement of lumber treated with prohibited substances that comas into COIlIact with 
soil, crops, or livestock under organic management with treated lumber Is now spec:iIiCaJIy 
prohibited in organic systems. Since the usa of lumber treated with prohibited SUbstarlCeS for 
the purpose of preventing degradation Is not a common practice in livestock production, this 
prohibition Is not expected to increasa producer costs substantially. The exact magniIude of 
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any increase is uncertain and mainly dependent upon the number of producers seeking 
organic certification that currently use treated lumber in their operations and are planning to 
replace that lumber. 

The confinement provisions in the March 2000 proposal have been slightly modified. Access 
to the outdoors is now an explicitly required element for all organically raised livestock. We 
expect this change to have a minor impact on overall producer costs, since we assume most 
producers raising organic livestock already provide access to the outdoors. Additionally, the 
term, ·pasture,· has been defined to emphasize that livestock producers must manage their 
land to provide nutritional benefit 10 grazing animals while maintaining or improving soil, 
water, and vegetative resources of the operation. To the extent producers desiring to raise 
organic livestock do not currently manage pasture In this manner, we expect livestock 
production costs to increase. 

The organic plan now requires using organically produced minor agricultural ingredients 
unless not commercially available. This applies to the previously allowed 5-percenl non
organic agricultural and other ingredients in products labeled ·organic." Handlers of 
organically produced minor ingredients, especially herbs and spices, are likely to benefit 
from this market Incentive, while producers of non-organic minor ingredients will likely be 
adversely affected. Producers will also realize a burden associated with providing the 
documentation of commercial availability for ingredients in the 5-percent component. Since 
the criteria to determine commercial availability will be developed after additional comments 
and information are conSidered, the magnitude of the cost and benefit implications from this 
standard are currently unquantifiable but will likely be largely dependent upon the stringencY 
of the developed criteria. 

Producers will also have administrative costs for reporting and recordkeeping, although 
producers who currently are active in the organic industry already perform most of these 
administrative functions, and additional costs to them would depend upon the extent to 
which their current practices are different from the requirements of the final rule. The annual 
reporting and recordkeeping burden on producers is estimated at 24 hours for certified 
producers and 1 hour of recordkeeping for small producers who choose to operate as 
exempt entities and is valued at $23 per hour. 

Other provisions of the final rule, such as those on residue testing, livestock housing and 
feed, and health care practices, may vary enough from those followed by some growers that 
they may impose costs due to the variability In current housing, feed, and health care 
practices, but lacking information, we have not quantified these costs. 

There were also several key changes made in the final rule, based on comments to the 
March 2000 proposal, that will add flexibility to producer standards. A specific type of 
production facility was required for composting manure in the proposal, and this provision 
has been modified to ensure that manure Is adequately composted while allowing variation 
in the type of facility that Is used. Also, the transition period of a dairy operation to make a 
whole-herd conversion to organic production has been reduced in order to make conversion 
affordable for a wider range of dairy farms, induding smaller operations. Finally, the 
requirement that slaughter stock sold, labeled, or represented as organic be under 
continuous organic management from birth was changed to require continuous organic 
management from the last third of gestation. This change is also expected to provide 
possible cost savings and added flexibility for producers. 

Handlers 
Handlers of organic food are defined and regulated differently across different certifYing 
agents and States. Due to this variability, handlers may incur some cost associated with 
complying with the requirements of the regulation. Several key changes were made in the 
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final rule, based on comments to the March 2000 proposal, to make handler IIandards more 
consistent with current indusIry standards. The proposal prohibited the addition 01 suIfiIes to 
wine as required by OFPA. The statute has been changed since March, and the final rule will 
permit added sullites in wine labeled "made with organic grapes." consistent with industry 
standards and NOse recommendations. 

Also, the March proposal required products labeled "made with organic ingIedie"ts· to have 
ingredients that were at least 50 percent organic, and this IhnIshold has been raised to 70 
percent in the finel rule. Some certifiers set their thresholds at 50 percent, others at 70 
percent, while others restrict Iabe6ng to individual ingredients only. The intemationaIlndusiry 
standard outside the United States is set at 70 percent. The IhnIshold is set at 70 percent in 
the final rule in response to comments received on the proposal and to be COIIS'S'lent with 
intemational standards, which will help ease export 01 U.S. organic product into those 
markets. Alternatively, to the extent handlers do not cunentJy meet the 7O"pell":8"t 1hnIshoId 
to label products "made with organic ingredients," handlers may incu additioIl8I costs to 
reach the threshold or exit the Industry. The magnitude 01 those effects is unknown. 

In addition to the labeling requirement, a handler's current use of non-synIhetic and fIJi. i8Iic 
substances may change in response to the final rule. The March 2000 proposal provided for 
the use of any prohibited substance to prevent or control pests. ThIs provision has been 
changed to first limit the use of non-synthetic and synthetic substai ICeS to Substanc:es which 
are on the National Ust before allowing the use of any synthetic substailC8. To the exI8nt to 
which handlers are now required to consider substances on the National List before using a 
prohibited substance and these substances on the National Ust are priced dilJerently from 
the substance otherwise used, handlers may incur a change in produdion costs. This 
requirement may increase costs on handlers, but the magnitude 01 this incraase Is unknown. 
In addition, the commerdaI availabilitY requirement in the final rule, desaibed in the 
producer costs section. may also create a burden on handlers to consistently apply the 
standard. To the extent to which sourcing organicallY produced Ingredients in excels 0195 
percent 01 the finished product is more expensive than sourcing non-organ/caIIy produced 
ingredients, handlers seeking the "organic" label for their products will /nQ.w additional costs. 
As previously described, the magnitude 01 the cost implications from this standan:I Is 
cunentJy unquantifiabla but will mealy be largely dependent upon the stringency 01 the 
standard that is developed. 

Handlers will also have administrative costs for reporting and recoIdkeeping. aIIhough 
handlers who currently are active in the organic Industry already perform most 01 ..... 
administrative functions, and additionel costs to them would depend upon the exI8nt to 
which their current practices are different from the requirements 01 the final rule. The annual 
reporting and recordkeeping burden on handlers is estimated at 63 hours for certified 
handlers and 1 hcur of recoIdkeeping for smaH handlers who choose to opiIiate as exempt 
entitles and is valued at $23 per hcur. 

RetaU Food EstabIjIhmenll 
Most retailers are not cunentIy subject to either voItmtaiY pnIdic:es or rnandaIDiy stili tdards 
of the organiC IndusliY. Retailers that have organic processing opeIalioill, sud'I as organic 
food dens and bakeries, are not required to be certified in the final rule. tiolWMlr, le:taPlrs 
will be subject to requirements such as prevention of contamination 01 organic products with 
prohibited substances, and commingfing organic with non-organic products. ObtaIning 
certificatiOn and complying with these provistons will incur some cost. 

, abelino Costs 
Certified handlers will have to comply with requirements regarding the approved use of 
labels. In add"ltion, any producers, handlers, and retailers who are not cunentIy certified but 
who package organic products are also SUbject to the labefing requirements. The estimated 
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annual cost for handlers to detennlne the composition of 20 products to be reported on 
labels is $1,647,000. This figure is based on an average of 1 hour per product per handler 
and an hourly cost of $27. Similarly. certified handlers will have to design their labels to 
comply with the regulation. This is expected to take 1 hour per label at $27 per hour for a 
compliance cost of $1,647,000. Total label costs for handlers are $3.3 million. Any changes 
to existing labels and new labels that need to confonn to the regulation will incur a cost. The 
costs associated with these activities are not quantified. Hence, the lower bound on the 
labeling cost is approximately $4 million. 

State Program Costs 
The national program may impose additional costs on States by requiring changes in their 
existing programs. The rule encompasses most of the principles of existing Stete programs. 
However, there are also departures. 

Where Stete standards are below Federal standards or where elements of the Federal 
standards are missing from a State program, these States would be required to make 
changes in their programs that they might otherwise not make. Where State programs have 
standards in addition to the Federal standards and they are not approved by the Secretary, 
States also would be required to make changes in their programs. Stetes without organic 
standards or whose current standards either would confonn to those of the national program 
or would be approved by the Secretary would not incur additional costs resulting from 
required changes. Currently, USDA cannot predict which States may be required to adjust 
their existing programs. 

States that conduct certification activities will be charged for accrecfrtation, something none 
of them pay for now. The cost associated with this provision is discussed in the Accreditation 
section. 

Enforcement costs 
Enforcement costs will fall upon USDA's NOP, States operating Stete organic programs, and 
on State and private certifying agents. CertifYing agents will review clients' operations and 
will notify clients of deficiencies. Certifying agents can initiate suspension or revocation of 
certification. Certifying agents will be aware of these overhead costs, and we assume that 
they will establish fee schedules that will cover these costs. Actual costs to certifYing agents 
for enforcement activities will depend on the number of clients, how well infonned clients are 
of their obligations, and client conduct. State certifying agents will face the same obligations 
and types of costs as private certifYing agents. 

In States operating State organic programs (SOP), State enforcement costs are costs 
associated with ensuring that certified operations fulfill their obligations. These States will 
bear the costs of investigating complaints, monitoring use of the State organic seal and 
organic labeling, and taking corrective action when needed. These States will bear costs 
related to reviewing an applicant's or certified operation's appeal and for administrative 
proceedings. Many of these activities are already a routine part of the certification program in 
States that have programs, and USDA will fill in gaps in enforcement in Stetes that choose 
not to have programs. 

USDA's enforcement costs are costs associated with ensuring that certifying agents fulfill 
their obligations. In States without an organic program, USDA will bear the costs of 
investigating complaints, monitOring use of the USDA organic seal and organic labeling, and 
taking corrective action when needed. USDA will bear costs related to reviewing an 
applicant's or certified or accredited operation's appeal and for administrative proceedings. 
USDA expects to effectively carry out its enforcement responsibilities using funds that are 
already allocated for operating the NOP. To the extent to which we did not estimate the likely 
noncompliance rate, the cost associated with enforcement remains unknown. 
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Reporting and Recordkeep!ng Costs 
The Paperwork RedUCtiOn Act of 1995 requires an estimate of the annual r&pOI'Iilll and 
recordkeeping burden of the HOP. The estimated annual repoding and recotdkeeping 
burden reported is approximately $13 million. This figure should be ImdeIslOOd wiIhin 1he 
context of 1he requirements of the Paperwork RedUCtiOn Act. The Paperwork Reduction Act 
requires the estimation of the amount of time necessary for participants to comply with the 
regulation in addition to the burden they currently have. Information gathered by AMS in 
auditing activities in conjunction with ISO Guide 65 verifications leads us to believe that 1he 
paperwork burden on current certifying agents and certified operators will be 10 to 15 
percent greater than their current business practices es a result of this final rule. 

Certifying Agents. The regulation will impose administrative costs on cerlifying agents for 
reporting and recordkeeping. The actual amount of 1he adtfltional administrative costs that 
would be imposed by the rule is expected to be different for those entities that waufd begin 
their activities only after 1he national progrem is implemented. Certifying agents that aJI11IIl11y 
are active in the organic industry already perform most of these admin_ati .. functions; 
therefore, the adtfdional costs to them would depend upon the extent to which their current 
practices are different from the requiremants of the regulation. An astimaI8 of 1he cost of 
compliance is the annual reporting and recordkeeping burden documented in the PapeIWDrk 
Reduction Act of 1995 analysis. Table 4 shows the estimated annual costs for C8ItiI'ying 
agents. Certifying agencies each have en estimated burden of 1,068 hours valued at roughly 
$27,729. 

The following list describes several of the most significent administrative requinImenIs or 
optional submissions and the probable resources required for compliance. DetaIls on 1he 
reporting and recordkeeping burdens estimated for each Item are in 1he paperwork analysis. 

1. A list of fanners, wikkI'op harvesters, and handlers currently certified. This ilfolmalion 
can be compiled from existing records. After implemelltation, C8ItiI'ying agents wiI be 
required to submit on a quarterly basis a list of opeIalions certified during that quarter. 

2. A copy of procedures used for certification decisions, complying with I8COIlIk8eping 
requirements, maintaining confidentiality of cfeenrs business-related information, preveillirlll 
conIflcts of interest. sampling and residue testing, training and supervising peI'SOI'io-.l, and 
public dlsdosure of prescribed information concerning operations they have cefojfl8d and 
laboratory analyses. These policies may have to be created or modified to COl Nom to 1he 
reguIatlon. 

3. Documentation on 1he qualifications of aft personnel used in 1he cerlific:ation opetation, 
annual performance appraisals for each inspector and personnel inwIved in the C8I'IifitaIon, 
and an annual internal program evaJuatlon. ExistIng certifying agents may already perform 
these operations. New certifying agents wli have to establish pmcecIures to achieve these 
things. 

4. Documentation on 1he financial capacity and compliance with oIta aclminlsllallve 
requirements (e.g., fee structure, reasonable security to protect the rights of 1he C8ItiI'ying 
agent's clients as provided in the HOP, and business relationships showing absence of 
conflicts of interest). Some of this information can be compiled from existing I8COI'ds, •• g., 
fee schedules, and some may be generated from other sources. 

5. Copies must be submitted to USDA of all notices that are Issued on certificatioll denial. 
noncompliance, and suspension or revocation of certificalion. This requirement wiI be 
fulfilled simultaneously with sending notices to applicants or cfl8l'1ls. 
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6. An annual report to the Administrator induding an update of previously submitted 
business information, information supporting any requested changes in the areas of 
accreditation, and steps taken to respond to previously identified concerns of the 
Administrator regarding the certifying agent's suitability for continued accreditation. The 
annual report requirement wifl draw on records created in the normal course of business. 

7. Retention of records created by the certifying agent regarding applicants and certified 
operations for not less than 10 years, retention of records obtained from applicants and 
certified operations for not less than 5 years, and retention of other records created or 
received for USDA accreditation for not less than 5 years. This activity requires records, 
database management capabilities, and resources (storage space, file cabinets, electronic 
storage, etc.). In an informal inquiry, AMS found that most existing certifying agents currently 
retain records for at least 10 years and use both electronic and paper storage. We believe 
that this requirement will not pose an additional burden on existing certifying agents. 

8. Public access to certification records, such as a list of certified farmers and handlers, their 
dates of certification, products produced, and the results of pesticide residue tests. This 
requirement will have minimal impact given the requirements for retaining records. 

9. Providing program information to certification applicants. To comply with this requirement, 
certifying agents may need to modify existing standards and practices. The criteria for 
qualified personnel in the rule may likely result in an increase in labor costs for some existing 
certifying agents and, initially, an increase in training costs. The amount of additional costs to 
these certifying agents would depend on the level of expertise among current certification 
agency staff, the extent to which certifying agents currently rely on volunteers, and the 
current costs of training certification staff. 

Producers and Handlers. The regulation will impose administrative costs on producers and 
handlers for reporting and recordkeeping. The actual amount of the additional administrative 
costs that would be imposed by the final rule is expected to be different for those entities that 
would begin their activities only after the national program is implemented. Producers and 
handlers who currently are active in the organic industry already perform most of these 
administrative functions; therefore, the additional costs to them would depend upon the 
extent to which their current practices are different from the requirements of the final 
regulation. An estimate of the cost of compliance is the annual reporting and recordkeeping 
burden documented in the Paperwork Reduction Act of 1995 analysiS. 

The following list describes several administrative requirements or optional submissions and 
the probable resources required for compliance. 
1. Establish, implement, and update annually an organic production or handling plan. 
Organic plans are a standard feature in the organic industry and are required by certifying 
agents. Thus, producers and handlers who are already involved in organics can rely on their 
current plan with revisions as needed to meet elements of the national program which are 
new to them or differ from their current practice. Although producers and handlers are 
generally aware of the goals of organic plans, current practice may fall short of the rigor that 
will be required by the national program. New producers and handlers will have higher costs 
because they will have to prepare a plan from scratch. 

2. Maintain records pertaining to their organic operation for at least 5 years and allow 
authorized representatives of the Secretary, the applicable State organic program's 
governing State official, and the certifying agent access to records. Existing organic 
producers and handlers maintain records. New producers and handlers will have to develop 
records systems. Access is expected to be infrequent, will require little time of the certified 
entity, and will not require buildings or equipment other than what Is required for storing 
records. 
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3. Notify the certifying agent as required (e.g., when drift of a prohibited Subslallce may have 
occurred) and complete a slatement of compliance with the proyisions of the NOP. 
Notifications are expected to be infrequent. 

The total reporting burden Includes aeation and submission of c:IoaI11enIs. It COYef$ the 
greatest amount of reporting burden that might occur for any lingle creation or submission of 
a document during any one of the first 3 years following program implementation; i. •.• 2000. 
2001, and 2002. The total estimated reporting burden reflects the average burden for each 
reporting activity that might occur in 1 year of this 3-year period. 

Th. total recordkeeplng burden is the amount of time needed to store and mainIaIn records. 
For th. purpose of measuring the recordkeeplng burden. the year 2002 is used as the 
reporting year for which the largest numb.r of records might be stored and mainlained. 

The annual reporting and racordkeeping burden on producers, handlers. and certifying 
agents is summarized in table 4. The annual burden on certified producers is estimated at 24 
hours and $552. Certified handlers have an estimated burden of 83 hours valued at $1.449. 
The burden on sman producers and handters who choose to operate as exempt .iltilias is 
minimal, 1 hour of recordkeeping valued at $23. If this cost is applied to the total estimated 
number of affected producers, the reporting and recordkeeping cost would be $5,260,100 in 
2000 and $6,835,554 in 2002. By applying this cost figure to the estimated telal number of 
affected handlers, the reporting and recordkeeping cost would be $2,143,002 in 2000 and 
$3,013,552 in 2002. 

Barriers to Entrv - l!DOOm of Qmanic Products 
Currently, there are no Federal restrictions on importing organic products to the United 
States in addition to Iho8a regulations applying to conventional products. If the imposition of 
the NOP decreases the importation of organic food into the United States, then this 
regulatory action may rasult in some cost 

Sman~Ramm~ 
USDA's final rule has an 18-month period during which appik:ents for acaedltalloil would nat 
be billed for hoLllfy sarvk:es. The rationale for this transition period is to reduce the costs to 
certifying agents and, thus. Increase the prospect that c:ertifying agents, producers, and 
handlers will be able to afford to participate in the naIIonaI progialll. The ttIOice of 18 months 
is intended to provide sufficient time for partias dasiring acaedltallon to submIl their 
application and pntpar8 for 8 site evaluation. 

USDA will operate the program partially with appropriated funds, In effect Iharing the cost of 
the progIam between taxpayers and the organic indusIry, to raspond to public concams 
regarding the effects of the ragulellon on small businesses. Thousands of COIl d IMII'Its went 
received opposing the first proposars fee provisions with most focusing on the substantial 
impact on small carIifying agents. 

Congress has expressed public policy concern with the impads of raguIations on smaI 
entilles generaly and with the impacls on the NOP raguteIIons on smaI entiIIas parIk:Uady. 
The sman Business Regulatory Enforcement Falmess Ad of 1996 and the Regulatory 
FlexJbnlty Ad express Congressional concern regarding regulatory burden on smaI 
businessas. The Report from the Committee on Appropriations regarding the AgricuIIunt. 
Rural Development, Food and Drug Administrallon, and Related Agencies AppIopriations 
Bill, 2000, Includes the following language (U.S. Senate 1999): 

"The Committee conllnues to recognize the importance of organic markets for smal farmers 
and fishermen. The Committee expects the Secretary to construct a naIIonaI organic 
program that takes into consideration the needs of sman farmers and fishermen. 
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Furthermore, the Committee expects that of the funding available for the National Organic 
Program, necessary funds should be used to offset the initial costs of accreditation services, 
a subsidy necessary due to the lack of expertise in the Department of Agriculture in the 
areas of organic accreditation and insufficient data on the industry." 

CertifYing agents applying for accreditation during the first 18 months following the final 
regulation will face lower direct costs than subsequent applicants. The cost for later 
applicants for accreditation will be higher because they will have to pay a $500 application 
fee and hourly charges for completing their site evaluation. The requirement for accreditation 
was established in the OFPA in 1990 and the accreditation program was part of the 1997 
proposal. Because in this final rule, USDA is USing appropriated funds to cover some of the 
costs of initial accreditation during the first 18 months of the program, certifying agents may 
set lower fees initially benefiting the producers and handlers who are certified during this 
period. 

It is important to note that many small organic operations may not be certified currently. In 
California, for example, many small farms are registered but not certified. Even if certifYing 
agents pass on the cost savings of the 1B-month period provision to applicants for 
certification, the cost of certification may be higher than the cost of registration. Hence, 
becoming a certified operation for small organic producers and handlers may be more costly 
than the current practices. 

The costs imposed on small operations may be mitigated by a $5000 certification exemption 
to aid the smallest organic operations. However, these operations are still subject to other 
requirements of the regulation. To the extent that these requirements differ from their current 
practices, complying with the national standards may be costly for exempt operations. 
In addition, the certification exemption allowed under the regulation includes limits on what 
an exempt operation may do. Without the certification, small organic operations may not 
display the USDA seal and may not use a certifYing agenfs seal. If the consumers of organic 
food view the seals as important information tools on organic food; that is, if consumers of 
organic products insist on only certified organic producls, the inability of small operations to 
display these seals may prevent them from realizing the price premiums associated with 
certified organic producls. 

IndustJy Composition 
The imposition of the national standards may change the composition of the organiC 
industry. Even with the small business exemptions, some small organic operations may 
choose to exit the industry, and small organic operations may also be discouraged from 
entering the industry, resulting in a higher concentration of larger firms. On the other hand, it 
may be easier for small operations to comply with certain NOP standards, such as the 
livestock standards that prohibit confinement production systems and require 100 percent 
organic feed. And State and Federal certification and conservation cost-share programs and 
other government programs may help lower the impact on small producers. 
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TABLE 3 -- U S ORGANIC PRODUCT SALES 1990-99 ($ billions) . . , 
Year Export Direct Export/Direct Mass Natural Natural Total Total 

Subtotal MarKet Foods Foods Sales Sales 
Stores Stores (1999 $) 

(1999 $) 

1990 - - -- -- -- -- 1 1.27 

1991 0.04 0.27 0.31 0.09 0.85 1.04 1.25 1.53 

1992 0.07 0.32 0.39 0.12 1.03 1.22 1.54 1.83 

1993 0.11 0.38 0.47 0.14 1.29 1.49 1.90 2.19 

1994 0.20 0.39 0.60 0.17 1.54 1.73 2.31 2.60 

1995 11 11 0.71 0.21 1.87 2.04 2.79 3.05 

1996 - -- 11 11 11 11 3.5 3.72 

1997 -- - - - 21 - - -
1998 - - - - 3.28 3.35 - --

1999 -- - -- -- 4.00 4.00 -- -
-Source: Natural Foods Merchandiser. New Hope Communications. -- - Not reported. 

11 New Hope Communications reported a combined estimate for export and direct sales in 1995 and 
reported a different set of subcategories in 1996 and has reported only on sales In natural foods 
stores since 199ft 
21 New Hope Communications did not estimate natural product store sales in 1997. but the Hartman 
Group estimated these sales at $4.9 billion. 
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TABLE" - FIRST-YEAR CERTIFICATION COSTS, FROM GRAF AND LOHR ANALYSIS 

CCOF-Califomia Certified Organic Farmers 
FVO-Farm Verified Organic 
FOG-florida Certified Organic Growers & Consum81S 
NOFA-VT -Northeast Organic Fanning AssociatIon - Vermont 
NClSCs-NutriCleanlScientilic Certificallon Systams 
OBBA-Organic Growers and Buyers Association 
OTCO-In-Oregon Tilth Certified Organic, inside Oregon 
OTCQ..Out-Oregon Tilth Certified Organic, outside Oregon 
OCIA-WI-Organic Crop Improvement AssociatIon, WIsconsin chapter 
OCIA-VA-OI'ganic Crop Improvement Association, Virginia chapter 
TOA-Texas Department of Agriculture 
WSDA-Washington State Deparlment of Agriculture 
SmaB tarm-25 acres with annual salas of $30,000. 
Medium tarm-1SO acres with annual salas of $200,000. 
Large farm-5OO acres with annual salas of $800,000. 
Super fann-3,ooo acres with annual salas of $10,000,000. 



TABLE 5 - SUBSEQUENT-YEAR CERTIFICATION COSTS, FROM GRAF AND LOHR 
ANALYSIS (dollars) 

~ertifying agent Small farm Medium farm Large farm 

~COF 425 

!FVO 51C 

FOG 325 

NOFA-VT 300 

OTCo-ln 454 

PTCo-Out 424 

PCIA-WI 290 

OCIA-VA 233 

DA 90 

WSDA 330 

NCISCS 700 

~verage cost 371 
Notes: 
CCOF-Califomia Certified Organic Farmers 
FVO-Farm Verified Organic 
FOG-Florida Certified Organic Growers & Consumers 

1,30( 

1,495 

84! 

50C 

1,611 

1,353 

1,56! 

295 

155 

1,375 

90~ 

1,036 

NOFA-VT -Northeast Organic Farming Association - Vermont 
NC/SCS-NutriCleanlScientific Certification Systems 
OBBA-Organic Growers and Buyers Association 
OTCo-ln-Oregon Tilth Certified Organic, inslde Oregon 
OTCo-Out-Oregon Tilth Certified Organic, outside Oregon 
OCIA-WI-Organic Crop Improvement Association, Wisconsin chapter 
OCIA-VA-Organic Crop Improvement ASSOCiation, Virginia chapter 
TDA-Texas Department of Agriculture 
WSDA-Washington State Department of Agriculture 
Small farm-25 acres with annual sales of $30,000. 
Medium farm-150 acres with annual sales of $200,000. 
Large farm-500 acres with annual sales of $800,000. 
Superfarm-3,000 acres with annual sales of $10,000,000. 
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4,350 

4,851 

2,525 

550 

2,362 

2,207 

s.o65 

470 

200 

2,800 

1,000 

2,489 

Super farm 

50,5501 

51,18 

25,52~ 

55e 

11,363 

11,20l! 

75,065 

1,72~ 

515 

12,000 

2,000 

21,971 



TABLE 6 - COSTS OF ACCREDITATION AND CERTFICATION 
Estimated costs to certifying agents during first 18 monIhs 

Application fee t 
Site evaluation costs (two person team) 
Per diem (S to 5 days at $85/day) 
Travel (domestiC) 
HoUlly charges (not billed during the first 18 months) 
Miscellaneous chames (copying, phone, and similar costs) 
Total 

lR 

$510 to $850 
$1,000 to $1,200 
$0 
.ug 
$1,560 to 12,100 

Estimated costs to certifying agents for Initial accraditation at'Iar first 18 monIhs 

Site evaluation costs (two person team) 
Per cfl8l1t (S to 5 days) 
Travel (domestiC) 
HoUIIy charges (24 to 40 hours at $95/hour» 
Miscellaneous charges (COPying, phone. and simjlar costs) 
Total 

Annual review fees for certifying agents (2 to 8 hours at $95Ihour) a 

EstImated costs to producers for certification • 

CertifICation fee (renewals) 

EstImated costs to handlers for CfI.tiflcatlon· 

$510 to $850 
'1,000 to $1.200 
$4,560 to $7,600 
.ug 
$6,120 to $9,700 

$190 to $760 

CeI1ificatIon fee fllilial certification) 12,337 
~rtification fee (renewals) S1.805 

NOI'IfefIJI'Idable fee that wit be applied to the applicant's fee-for-service account. 
2 Certifying agents are required to submit annual reports to USDA. Review of these reports is 
expected to range from 2 to 8 hours at an approximate rate of $95 per hcu. 
3 Estimated ceriiIication fees are calculated from GI'Ilf and Lohr 1999 which, for a selection of 
certification agents, provides cerilfication costs for four hypoIhatical fann Iizas: (1) smaI 
fann (family fann): 25 acres, $30,000 annual sates, 5 hours to certif),,; (2) mediI.In fann 
(cottage industry): 150 acres, 1200,000 annual sales, 8 hours to C8ftify. (S) large fann 
(commercial fann): 500 acres, $600,000 annual sates, 8 hours to C8ftify. and (4) super farm; 
3,000 acres, $10,000.000 annual sales. 18 hours to certify. Our estimated c:ertification fees 
only include those charged for small and medium fanna because most organic pn:Iducers tal 
into these cetegories as defined by GI'Ilf and Lohr. In the 1997 OFRF SUMJY. 90 peI'tleIlt of 
respondents had gmss organic fanning Income of lesS than $250,000, with 82 peI'tleIlt lesS 
than $100,000. 

The average current certification cost for most organic producers is about $1.025 forthe first 
year of certification ($579 for smal and $1,414 for medium fanns) and about $705 for 
subsequent years ($371 for sman and $1.036 for medium fanns). Approximately $25 is 
added to cover the costs associated with the National Organic Program for an estimated 
first-year certification fee of $1.000 and subsequent-year c:ertification fee of f730 for 
producers. Larger producers could expect higher fees. 
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4 Because Graf and Lohr do not estimate certification fees for handlers, we estimate these 
fees by applying a ratio of handler-ta-producer certification fees from the regulatory impact 
assessment from 1997. The ratio is 2:28 and results in estimated fees of $2,337 and $2,665, 
respectively. 

TABLE 7 - ESTIMATED ANNUAL REPORTING AND RECORDKEEPING BURDEN 

Type of respondent Annual hours per respondent Hourly rate Annual cost 

Certified producer 24 $23 $552 

pertified handler 63 $23 $1,449 

Exempt producers and handlers 1 $2~ $23 
Certifying agency 1,068 $21 $27,729 
Note: Estimates denved from PaperwolX Reduction Act of 1995 analysis. 
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Appendix B.-Unfunded Mandates Refonn Act 
This rule has been reviewed under the Unfunded MatIdateS Reform Act (p.L 104-4). The Ad 
requires that agencies prepare a qualitative and quantitative assessment of the anticipated 
costs and benefits before issuing any rule !hat may result In annual upendilures by State, 
local, and tribal govemmants, in the aggregate, or by the private sector of $100 million 
(adjusted annually for Inftation) in any 1 year. According to the Act. the term, "Federal 
mandate,- means any provision In legislation, statute, or regulation that would impose an 
enforceable duty upon State, local, or tribal governments or the private sector, except a duty 
arising from participation in a voluntary Federal progl8m. 

The National Organic Foods Production Act (OFPA) of 1990 mandates that the Seaetay 
develop a national OJganic program to accredit eligible governing State officials or private 
persons as certifying agents who would certify producers or handlers of agricultural products 
lhat have been produced using organic methods as provided for In the OFPA. The OFPA 
also permits a goveming State official to voluntarily establish a State OJganic program (SOP) 
if the program is approved by the Secralary and meets the requirements of the OFPA. The 
OFPA does not require that States establish their own SOP's or that Slate, local, or tribal 
govemmants or the private sector become ac:c:redited; Iherefore, the OFPA is not subject to 
the Unfunded Mandates Reform Act because it is a voluntary program. 

Although the U.S. Department of AgricuIIure has datennIned that this rule is not subject to 
the Unfunded Mandates Reform Ad, USDA has sought to consider the rule's impact on 
venous entities. USDA prepared a Regulatory Impact Assessment (RIA) that is cfisctlssed in 
!he section entiDed "Executive Order 12866" (also attached as an appendix to thiS 
regulation). The RIA consists of a statement of the need for the action, an examination of 
aItemative approaches, and an analysis of the benefits and costs. Much of the analysis is 
necessarily descriptive of the anticipated impacts of the rule. Because basic II18ftet date on 
!he prices and quantities of organic goods and services and the costs of organic proc:Iudion 
are limited, It is not possible to provide quantitative estimates of aI benefits and costs of the 
rule. The cost of fees and recordkeeping required by USDA are quantIIied. but the 
anticipated benefits are not. Consequantly, the analysis does not COiItain an estimate of net 
benefits. 

The analysis employed in reaching a determination that this rule is the least costly and least 
burdensoma to !he regulated parties is discussed in the sections .. lUlled -rhe ReguIaIOry 
Flexibility Act and !he Effects on SmaH Businesses" and -PapeMOrk RedllCIion Act of 1995.
The rule has been designed to be as consistant as possible with existing industry practices, 
while satisfying the specific requiremants of the OFPA. 

We have had IUI'IEIJOUS occasions during which to communicate with various ... 1IIes dl.Wlng 
the development of the rule; States, for example. Currently, there are 32 States with some 
standards governing the production or handr.ng of organic food and 13 States with organic 
certifying programs. Representatives of Slate govemments have partircIpated in public 
meetings with the National Organic Standerds Board, while the HOP staIf has made 
presentations, received commants. and consulted with States and local and regional organic 
conferences, workshops, and trade shows. States have been actively involved in training 
sessions for organic inspectors; pubOc hearings conceming standards for lvestock products 
during 1994; a national Organic Certifiers meeting on July 21, 1995; a USDA .. '1osted meeting 
on February 26, 1996; a State C811i11ers meeting in February 1999; and an Intemalionel 
Organization for Standardization (ISO) 65 assessment training session for certifiers in Api
May 1999. More detaD about contact with States regarding this rule is in the FederaI'lSm 
section. It is unknown at !his time how many States, if any, might voIuntanly aslablish their 
own SOP's pursuant to the OFPA and the regulations. 
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Appendix C - Final Regulatory Flexibility Analysis 
The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) requires agencies to consider the 
economic impact of each rule on small entities and evaluate altemalives that would 
accomplish the objectives of the rule without unduly burdening small entities or erecting 
barriers that would restrict their ability to compete in the market The purpose is to fit 
regulatory actions to the scale of businesses subject to the action. 

1. Need for and objectives of the National Organic Rule 
Currently, organic certification is voluntary and self-imposed. Members of organic industries 
across the United States have experienced numerous problems marketing their organically 
produced and handled agricultural products. Inconsistent and conflicting organic production 
standards may have been an obstacle to the effective marketing of organic products. There 
are currently 36 private and 13 State organic certification agencies (certifying agents) in the 
United States, each with its own standards and identifying marks. 

Some existing private certifying agents are concemed that States might impose registration 
or licensing fees which would limit or prevent private certification activities in those States. 
Labeling problems have confronted manufacturers of multi-ingredient organic food products 
containing ingredients certified by different certifying agents because reciprocity agreements 
have to be negotiated between certifying agents. Consumer confusion may exist because of 
the variety of seals, labels, and logos used by certifying agents and State programs. Also, 
there is no industrY wide agreement on an accepted list of substances that should be 
permitted or prohibited for use in organic production and handling. Finally, a lack of national 
organic standards may inhibit organic producers and handlers in taking full advantage of 
intemational organic markets and may reduce consumer choices in the variety of organic 
products available in the marketplace. 

To address these problems in the late 1980's, the organic industry attempted to establish a 
national voluntary organic certification program. At that time, the industrY could not develop 
consensus on the standards that should be adopted, so Congress was petitioned by the 
Organic Trade Association to establish national standards for organic food and fiber 
products. 

In 1990, Congress enacted the Organic Foods Production Act of 1990, as amended [l 
U.S.C. 6501 et !iQ.) (OFPA). The OFPA requires all agricultural products labeled as 
"organically produced" to originate from farms or handling operations certified by a State or 
private agency that has been accredited by USDA. 

The purposes of the OFPA, set forth in section 2102 (7 U.S.C. 6501), are to: (1) establish 
national standards govemlng the marketing of certain agricultural products as organically 
produced products; (2) assure consumers that organically produced products meet a 
conSistent standard; and (3) facilitate commerce in fresh and processed food that is 
organically produced. The National Organic Program (NOP) is the result of the OFPA. 
Recently, the OrganiC Trade Association published American Organic Standards, Guidelines 
for the Organic Industry (AOS). However, not all participants in the organic industrY elected 
to participate In developing the AOS. Many certifying agents preferred to wait for 
implementation of the nalional standards, and some certifying agents disagree with portions 
of the AOS. For these reasons, USDA will implement a regulation for the NOP .. 

2. Summary of the significant issues raised by public comments in response to the Initial 
Regulatory Flexibility AnalysiS (IRFA), a summary of agency assessment of such issues. and 
a statement of any changes made in the final rule as a result of such comments. 

Although we received many individual comments in reference to the proposed rule's IRFA, 
they were, for the most part, variations of several form letters. Most of the concem on the 
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part of commenters regarded the fees that small certifying agents would be subject to e.mder 
the rule. 

Comments Accepted: 
(1) We received numerous comments to the effect that the fees, AICOI<hlepIng, and 
papelWOl'k requirements for producer and handJer certification must be kept as low 
as possible while still offering a quality certification program. We believe that we have 
made every effort in this rule to minimize the cost and pepelWOl'k burden to certifiers 
and certified operations as much as possible. We have pennillad certifiers and 
certified operations to develop their own recordkeeping and reporting systems-so 
long as they confonn to the needs of the program. For the most part, the papeIWOI'k 
and recordkeeping requirements for certified operations confonn to the requiemelU 
that they presenUy face under existing certification programs. In on:Jer to minimize the 
cost to the industry of transitioning to a system where certifying agents are acc:tediled 
(assuming that there will be a leaming curve as agents familiarize I1emseIves with 
the requirements of accreditation), we have waived the per-hour cost that USDA will 
charge to conduct an accreditation review for the first 18 months of the program. 

(2) In the proposed rule, we requested comment on the benefits of an exelilption for 
small certifiers similar to that for smal producers. We received conlRlIII'Its in 
opposition to such an exemption because commenters ';,_1I8d to maintain 
documerll8d verification of standards that is afforded by certificaIIon and 
accreditation. They felt that exemptions weakened the organic system in its ability to 
assure consumers of products that meet a consistent standard. We conc:uned with 
!his commant and have not developed an exemption for certifiers in the final rule. 

Comments Rejected: 
(3) We received comments suggesting !hat, in order to lower the ditact cost of 
accreditation to smaller certifier applicants, we should eliminate 0I'Hite visits during 
accreditation or extend the time beyond the initial on-site visit for a lllbaequent visit. 
Although eliminating the on-site visits would certainly lower the applicant's costs. we 
have not made the change to reduce or aiiminafe on-sIte visits. We cflc:! not see how 
USDA could make an informed decision about whether or not to continue to acc:tedit 
a certifying agent without complete access to the relevant records documenting the 
agenl's business pracIicas. This can only be efficianlly done through a site visit. 

(4) We received numerous comments that the fees proposed by USDA will result in 
c:ertification fees that are excessive for small farming c.petatioos. The conmen •• 
suggested that USDA impose fees on a sliding scale based on a farmer's incollle so 
as not to drive these farmers out of business and deprive consumers of the bernMts 
of these operations. We received a similar comment to the Fees secUon of the 
proposed rule, and our response is the same. Although one of OW' top priariIies is 
assisting the sm .. farmer, AMS is primarily a user-fee based Federal agency. We 
are aware that our acc:teditation fees will figure into the fees that c.tifiers charge 
their clients, However, the fee we will charge to ac:credit an appIic:_1t is based not on 
eaning profits. but on recovery of costs. In edcfdion, our ':Jaiver of the hourly service 
charges for accreditation during the first 18 months of the proQIam should help to 
keep the cost of accreditation to certifying agents down. We believe the requirements 
that fees charged by a certifying agent must be reasonable and that certifiers muIIt 
file a fee schedule for approvaJ by the AdminislJator will help to keep costs e.mder 
collilol. Since certifiers are required to provide their approved fee schadules to 
applicants for certilicalion, the applicants will be able to base thaIr selecllon of 
certifying agent on price if the apprlCants so choose. In addition, nothing in the 
regulations precludes certifying agents from pricing their services on a stiding scale 
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so long as their fees are consistent and nondiscriminatory and are approved during 
the accreditation process. 

(5) Other commenters were concemed that in the rule USDA neglects to establish 
"reasonable fees· annually for farm/site/wild crop production and handling operation 
certification. Commenters did not believe that a valid Regulatory Flexibility Act 
analysis could be made without the annual farm and handling operation fee 
projection. We have not established guidelines for what constitutes a "reasonable 
fee" in the final rule. Accredited certifying agents will be required to submit a 
proposed fee schedule as a part of their application. At that time, we will work with 
applicants for accreditation to ensure that their fees are appropriate. In addition, 
certifying agents will be required to send a copy of their fee schedule to anyone who 
requests one. This will allow operations that wish to be certified to shop around and 
will provide a disincentive for accredited agents to price themselves out of the 
market. 

3. Description of and an estimate of the number of small entities to which the rule will apply. 
Small business size standards, Standard Industrial Code (SIC) (13 CFR part 121), are 
developed by an interagency group, published by the Office of Management and Budget, 
and used by the Small Business Administration (SBA) to identify small businesses. These 
standards represent the number of employees or annual receipts constituting the largest size 
that a for-profit enterprise (together with its affiliates) may be and remain eligible as a small 
business for various SSA and other Federal Govemment programs. 

There are three categories of operations that contain small business entities that would be 
affected by this rule: certifying agents, organic producers, and/or organic handlers. The term, 
"certifying agent,· means the chief executive officer of a State or, in the case of a State that 
provides for the statewide election of an official to be responsible solely for the 
administration of the agricultural operations of a State, such official and any person 
(induding private entities) who is accredited by the Secretary as a certifying agent for the 
purpose of certifying a farm or handling operation as a certified organiC farm or handling 
operation. 

According to the most complete data available to USDA's Agricultural Marketing Service 
(AMS), there are 49 certifying agents (36 private and 13 State) in the United States. More 
than half of the private and State certifying agents certify both producers and handlers, while 
the others certify only producers. Over three-fourths of private and State certifying agents 
each certify fewer than 150 producers and 20 handlers. The number of certifying agents has 
remained fairly stable, between 40 and 50, for some years, with entries and exits tending to 
offset each other. The NOP staff anticipates that, in addition to the 49 domestic certifying 
agents, 10 foreign certifying agents may seek accreditation during the initial phase of the 
program. 

SmaH businesses in the agricultural services sector, such as certifying agents, indude firms 
with average annual revenues of less than $5 million (SIC Division A Major Group 7). Based 
on SSA's small business size standards for the agricultural services sector, it Is not likely 
that many, if any, of the 49 domestic certifying agents have annual revenue greater than $5 
million. All private, nonprofit certifying agents would be considered small by SBA's 
standards. Based on anecdotal information, only a few private, for-profit, certifying agents 
might be categorized as large businesses. In addition, the 13 Slate certifying agents, 
although not exceeding the revenue threshold, would not be considered to be small entities 
under the Act as only govemment jurisdictions with populations under 50,000 are considered 
to be small entities under section 601 (5). Therefore, at least 30 certifying agents would 
qualify as a small business. 
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The term, "producer," means a person who engages in lie business of growing orpruducing 
food or feed. It is more difficult to establish lie number of organic prodI.Ic:ers. Organic 
fanning was not distinguished from conventional agriculttn in lie 1997 Census of 
Agriculttn. There are sources which give insight into lie number of prodI.Ic:ers. The Organic 
Fanning Research Foundation (OFRF), a California-based nonprofit organization, has 
conducted three nationwide surveys of certified organic producers from lists provided by 
cooperating certifying agents. The most recent survey applies to lie 1997 pR)ductIon year 
(1). OFRF sent its 1997 survey to 4,638 names and received 1,192 response$. BecauR 
OFRF did not obtain lists from al certifying organizations or their chapters (55 out of • toIlIII 
of 64 identified entities provided lists), its 1st count is likely an understatement of lie number 
of certified organic producers. Note that lie estimated number of organic prodI.Ic:ers includes 
only certified organic farms. Commants filed in response to lie first proposal and studies 
indicate that the total number of organic farms is higher. 

Dunn has estimated lie number of certified organic producers in lie United SIaIas t2. 3) 
Dunn's 1995 WOIt<, a USDA study, estimated the number of certified prodI.Ic:ers at 4,060 in 
1994; this estimate was used in the first proposal. Dunn's 1997 work reported 4,060 certified 
organic fanns in 1994 and 4,856 in 1995. 

Data collected by AMS indicate that the number of organic farmers inaeased about 12 
percent per year during the period 1990 to 1994. OFRF survey efforts indicate that growth 
has continued, although it is not dear whather the growth rate has changed. Similarly, 
growth in reten sales, lie adallion of meat and poultry to organic production. and lie 
possibility of increased exports suggast that the number of opelationa has continued to 
increase. Lacking an alternative estimate of the growth rate for the number of certified 
organic producers, we use lie average growth rate of about 14 percent from Dunn's 1997 
study. The true rate of growth could be higher or lower. Applying the 14-peroerd growth rate 
to Dunn's estimate of certified producers in 1995 gives an estimate of 8,200 organiC 
producers for 1999. 

An adjustmant is naeded to account for lie number of producers who are practicing 0I1PI1ic 
agriculture but who are not certified and who would be affected by this regulation. We 
assume that lie number of organic but not certified producers in 1999 is about 4,000. This 
assumption is based on very limited Infonnation about lie number of registered but not 
certified organic producers in california in 1995. Thus, the total number of certified 0I'gIII1ic 
producers used in assessing the impact of the rule is 12,176. 

Producers with crop production (SIC Division A Major Group 1) and annual average 
revanues under $500,000 are SInaI businesses. Producers with livestock or animal 
speciaJiIIes are also considered small if annual average revanues are under $500,000 (SIC 
Division A Major Group 2), with lie exception of custom beef c:etIIe feedlots and chlcke" 
eggs, which are considered small if aMU81 average revanues are under $1,500,000. 

Based on SBA's sman business size standards for producers, It is likely that almost aI 
organic producers would be considered sman. The OFRF survey asked for lie producer's 
total gross organic farming income during 1997. Only 35 (Iesa than 3 pett;entJ of lie survey 
respondents reported gross Income greater then $500,000, the SBA's cutoff belt1J8ln small 
and large businesses. Over 70 percent reported gross income of less than $50,000. The 
OFRF survey does caution readers about potantial survey -errors. - It is partlc:uIarIy important 
to emphasize potantial "non-response error"; that is, it is unknown if those who responded to 
the survey accurately represent lie antire population of certified organic glOWEII$. Also, 
some producers combine organic and conventional production on lie same opeIalion, some 
with total sales that may exceed $500,000. However, it is likely that 8 majority of organic 
producers would be considered small. We have estimated that IIere would be 12,176 
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producers certified in the first year and of those 97 percent, or 11,811, based on OFRF's 
survey results, would qualify as a small business. 

The term, "handler," means any person engaged in the business of handling agricultural 
products, excluding final retailers of agricultural products that do not process agricultural 
products. UttIe information exists on the numbers of handlers and processors. USDA has 
estimated that there were 600 entities in this category in 1994. In Califomia, there were 208 
registered organiC processed food firms in 1995 and 376 in 1999, a growth rate of 20 
percent (4). We assume that this growth rate is applicable to the U.S. and project 2,077 
certified handlers in 2001. This figure includes 100 livestock feed handlers who would 
become certified organic. Again, the rate of growth could be higher or lower. 

In handling operations, a small business has fewer than 500 employees (SIC Division D 
Major Group 20). It is also likely that the vast majority of handlers would be considered 
small, based on SBA's small business size standards for handlers. Based on informal 
conversations with organic certifying agents, currently, about 25 (about 2 percent) of the 
estimated 1,250 organic handlers in 1999 had more than 500 employees. This includes firms 
that handle or process both organic and conventional foods. We have estimated that 2,077 
handlers would be certified organic in the first year. Based on this information, 98 percent or 
2,035 would qualify as a small business. 

4. An estimate of the projected reporting, record keeping, and other compliance requirements 
of the rule, including an estimate of the classes of small entities which will be subject to the 
requirement and the type of professional skills necessary for preparation of the report or 
record. 

The reporting, recordkeeping, and compHance requirements of the rule will directly affect 
three sectors of the organic industry that contain small business entities: accredited 
certifying agents, organic producers, and organic handlers. We have examined the 
requirements of the rule as it pertains to each of these entities, however several 
requirements to complete this Regulatory Flexibility Analysis (RFA) overlap with the 
Regulatory Impact Assessment (RIA) and the Paperwork Reduction Act (PRA) section. In 
order to avoid duplication, we combine some analyses as allowed in section 605(b) of the 
Act This RFA provides infonnation specific to small entities, while the RIA or PRA should be 
referred to for more detail. For example, the RFA requires an analysis of the rule's costs to 
small entities. The RIA provides an analysis of the benefits and costs of this regulation. This 
RFA uses the RIA information to estimate the impact on small entities. Likewise, the RFA 
requires a description of the projected reporting, recordkeeping, and other compliance 
requirements of the final rule. The PRA section estimates the reporting and recordkeeping 
Onformation collection) requirements that would be required by this rule from individuals, 
bUSinesses, other private institutions, and State and local govemments. The burden of these 
requirements is measured in terms of the amount of time required of program participants 
and its cost. This RFA uses the PRA information to estimate the burden on small entities. 

Certjfyino Agents 
We have identified 36 private certifying agents and 13 State programs providing certification. 
These 49 domestic entities are considered likely applicants during the first 12 months, as are 
an estimated 10 foreign certifying agents. An unknown number of new entrants to the 
certifying business may also apply. However, over the last 10 years, the number of certifying 
agents does not appear to have grown significantly, with the net effect of entries and exlts 
maintaining a population of U.S.-based certifying agents at about 40 to 50. Of the 49 
domestic certifying agents, based on information discussed previously, we estimate that 30 
of the 36 private certifying agents are small businesses. 
The recordkeeping and paperwork requirements are outlined in the Paperwork Reduction 
Act section. The requirements for small and large certifying agents are identical. The 
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recordkeeplng and paperwork requirements for accreditation Will be a new burden to most 
agents as the majority of them have not been accredited in the past However, the actual 
amount of the additional administrative costs that would be imposed by the final rule is 
expected to be different for those entities that would begin their actiYiIIes only after the 
national program is implemented. Certifying agents that currently are active in the organic 
industry already perform most of these required administrative fLI'IcIians; 1her8rore, the 
additional costs to them would depend upon the extent to which their amtnt pnIICIices are 
different from the requirements of the final regulation. Because the rule does not require any 
particular system or technology, it does not discriminate against small businesses. TIle 
ability of an agent to cany out the paperwork and record keeping secIIons of the rule Will be 
more dependent on the administrative skill and capacity of their particular organization than 
their size. We cfld not receive significant comments about the paperwork requIramants of the 
proposed rule that would indicate that they wi. be onerous for smal certifying agents. 

CeItifying agents Will be the front line in monitoring and ensuring that C8ftifIed opetalions 
stay in compliance with the Act and the regolelions. However, most of the c:ompIiance 
requirements, with the exception of some reporting requirements, are consistent with what 
certifiers are currently expected to do. Like the paperwork and reporting requirements, the 
additional costs to an agent will depend on how different their current practices are from the 
final regulation. 

The final, and probably most significant. area in which certifying agents are arr.cted by the 
rule is in the fees that they must pay for accreditation. CertIfying agents Will be assessed for 
the actual time and travel expenses necessary for the NOP to perform acaadllation 
services, including Initial accreditations, 5-year renewals of accreditation, review of annual 
reports, and changes to accreditation. Although the fees have not been set yet. we are using 
as a starting point the hourly fees that are charged for the voluntary, fee..for-seMce program 
provided by AMS to certification bodies requesting conformity assessment to the ISO Guide 
65, "General Requirements for Bocfres Operating Product Certification Systems.- we expect 
that at the time the NOPs final rule is implemented, the fees Will be apprmcimateIy S95 per 
hour with higher overtime and holiday rates. Certifying agents Will also be charged fortnMll, 
per diem, and other relelad costs associated with acaecfdation. To ease the financial buRIen 
of accreditation during the 18 month transition period after the NOP has been implemented, 
USDA Will not impose hourly charges on certifying agents. TIle direc:t costs for certifying 
agents to obtain accrediIation will be limited to per diem and transportaliOil costs to the sIIe 
evaluation. Review of the certifying agents annual report is anticipeted to range from 2 to 8 
hours at the ISO Guide 65 hourly rate. Also, If certifying agents wish to become acaedited in 
additional areas for which they were not accredited previously, a sIIe evahllllion (will 
associated fees) Will be necessary. DetaIl about the expected costs of acaadilalion can be 
found in the RIA. 

Several factors Will influence the amount of time needed to complete an acaadllatiOIi auc:Il 
An OJo8iation in which documents are wei orgenlzed and that has few nOllcoilfolinilles within 
the quality system Will require less time for an audit lIan an organization in which documenIs 
are scattered and I1are are many nonconformitles (7). SimIlarly, in a follow. up audit, 
operations that lack orgenizatlon in their documents and that had a large number of 
nonconformitles during previOus audits will require a greater all'lOl.A'1t of time. TIle scope of a 
follow-up audit is to verify the correction of nonconformitles and to evaluate lie effectivelress 
of the conections. Certifying agents are able to controll1ese cost factors by making carlain 
that documents are wei organized and by educating themselves about quality systems. 
The complexity of a certification agency's organization also will affect lie time needed to 
complete an audit An agency with a central office in which an certification actiYiIIes lake 
place win require less time for document review and site evaluation than a chapter 
organization or a business structured so that responsibility for making cartificatIon decisions 
is delegated outside of the cantraJ office. In the latter cases, the auditors' document review 
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would require additional time and site evaluation that would extend from the central office to 
one or more of the chapters or to the site to which the certification decision making is 
delegated. 

Other factors determine the amount of time needed to complete an accreditation audit. For 
an agency with numerous clients, auditors may need to spend more time reviewing client 
files or examining business operations than they would have to spend for a smaller agency. 
Audit of an agency with a large number of processor clients may require an extended 
amount of time to follow audit trails, confirm that organic ingredients remain segregated from 
non-organic ingredients, and establish that foreign-produced ingredients originate from 
approved entities. Finally, the complexity of the agricultural practices certified could influence 
the amount of time necessary to complete an accreditation audit. An agency whose 
certification covers only producers who grow and harvest one crop per field per year, such 
as wheat or sugar beets, could quickly be audited. An agency whose producers grow several 
different crops per field per year or an agency that certifies producers of crops and livestock 
as well as handlers would require a greater amount of time. 

All of these factors will affect both small and large certifying agents. A small certifYing agent 
could be assumed to have a less complex organization or have fewer Clients, and, thus, 
potentially less time would be necessary for review. However, other factors, such as the 
degree of paperwork organization or the complexity of the agricultural practices certified, 
may influence the time needed for review for any size of business. 

Currently, relatively few certifYing agents have third-party accreditation because 
accreditation of certifying agents is voluntary. Fetter reports that in a sample of 18 
certification programs, selected to include six large, private programs, six smaller private 
programs, and six State programs, four programs were accredited and one had accreditation 
pending (8). All of these were large private certifying agents. Three of the certifying agents 
identified by Fetter as accredited requested ISO Guide 65 assessments by USDA and have 
been approved for selling organic products into the international market. Those certifYing 
agents currently accredited by third parties will likely pay less for USDA accreditation 
because their documents are organized and they have fewer nonconformities. 

It is expected that all certifying agents will set their fee schedule to recover costs for their 
certification services, including the costs of accreditation. The larger the number of clients 
per certifYing agent, the more fixed costs can be spread out. It is possible, however, that 
small certifYing agents could be significantly affected by this final rule and may not be able to 
continue in business from a financial standpOint. 

Costs to Producers and Handlers 
The OFPA established a small farmer exemption from certification and submission of 
organic plans for small producers with a maximum of $5,000 in gross sales of organic 
products. For purposes of the exemption, the OFPA defines a "small farmer" as those who 
sell no more than $5,000 annually in value of agricultural products. In this rule, we have 
clarified that the exemption applies to producers and handlers who sell no more than $5,000 
annually in value of organic products (9). In addition, handling operations are exempt if they: 
are a retail food establishment that handles organically produced agricultural products but 
does not process them; handles agricultural products that contain less than 70 percent 
organic ingredients by weight of finished product; or does not use the word, "organic,· on 
any package panel other than the information panel if the agricultural product contains at 
least 70 percent organic ingredients by weight of finished product. 

A handling operation or specific portion of a handling operation is excluded from certification 
if it handles packaged certified organic products that were enclosed in their packages or 
containers prior to being acquired and remain in the same package and are not otherwise 
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processed by the handler, or it Is a retail food establishment that processes or prepares on 
its own premises raw and ready-to-eat food from certified organic producls. 

ACCOrding to the OFRF survay, 27 percent of currently certified farms that responded to the 
survey would fail under the producer exemption. This percentage does not take into account 
those organic farms that are not currently certified by a private or State certifying agent. A 
study of earlfornia organic farms found that, of aU organic farms (10) In 1994-95, about 88 
percent have revenues less than $10,000 (11). If California is representative and Iha 
dlstnbution within the sub-$10,OOO category Is uniform, than a third of the farms would be 
dassified as smaH for purposes of the statutory exemption with annual sales less than 
$5,000. Based on the California study and the OFRF survay resulls, we estimate that 
between 25 and 33 percent of organic producers are small and would qualify for exemption 
from the certification requirements. 

We have estimated that there are 4,801 smaH organic producers and 173 hancIIenIthat wiI 
be exempt from C8I1iflCation (this figure does not Indude excluded operations). These 
operetions would be required to comply with the prodUction and handling standards and 
labeling requirements set forth under Iha NOP. They do not have to meet the paperwork 
requirements of C8I1ifation and they must only keep recooIs that document compliance with 
the law for 3 years (rether than 5 for certified operations. We anticipate that this exemption 
will be used primarily by smaH market gerdeners and hobbyists who grow and process 
prodUce and other agricultural products for sale at farmers markets and roadside sial Ids to 
consumers within their communities. 

Exempt producers wi. be ellowed to market their producIs as organicaIy produced wilhout 
being certified by a certifying agent Products marketed by exempt producers car.'IOI be 
represented as certified organic or display Iha USDA organic seal. PI"Clduds produced or 
handled on an exempt operation may be idei.lifted as organic ingredients In a multi
ingrediant product produced by the exempt operation, but they may not be idei IIIIied 88 
organic In a product processed by others. These limitations may disc:oe.nge some smaI 
producers from seeking exemption, who Insteed may choose to become C81tified. In this 
case, the costs of certification would apply. The value associated with having organic 
certification may outweigh the costs of certification. 

As with accredited certifying agents, the regutation wiI impose edministlalilre costs on 
certified producers and handlers for reporting, recon.tkaeping, residue teslillg, and olher 
compliance requirements. The actual amount of the edditionaI edmInIsIIalilre costs that 
would be imposed by the final rule Is expected to be different for those 81 .lilies that bacon. 
certified only after the nationel program is implemented. Produc:er$ and hancIIenI who 
aJrrentIy are active In the organic Industry already perform most of these edmililstll6. 
functions; therefore, the additional costs to them would depend upon the extent to which 
their wrrent practices differ from the requirements of the final regulation. ProjecI.ed reportiIlg, 
recordkeeping, and other compliance requirements of certifying agents are discussed in 
greater detail in the PRA and the RIA. The only dlslildion made in the final rule between 
large and small entities for reporting, recordkeeping, and comptiance Is for operators who 
produce less then $5000 per year in organic products as stated above. 

As with the certifying agents, most of the concern this rule gen8iated for smaI certified 
operations revolves around fees. Under this rule, USDA wiI not Impose any direct fees on 
producers and handlers. CertiI'ying agents will establish a fae schedule for !hair certificaliol. 
services that will be filed with the Seaetary and posted in a place accessible to the public. 
Certifying agents will provide all persons inquiring about the application process with a copy 
of their fees. The certifying agent may only charge thosa faes that it has filed with the 
Seaetary. Furthermore, the certifying agent will provide each applicant with an estimate of 
the total cost of certification and an estirnete of the annual costs of updating the c:erIificaIion. 



Currently, supply and demand for certification services determine the fees charged in most 
areas. Some States charge minimal fees for certification and instead subsidize operating 
costs from general revenues. According to separate studies by Fetter, and Graf and Lohr, 
the majority of certifying agents structure their fee schedules on a sliding scale based on a 
measure of size, usually represented by the client's gross sales of organic products but 
sometimes based on the acres operated. Some certifying agents charge an hourly rate for 
inspection and audit services. 

Graf and Lohr's study indicates that even small farms require significant time for the 
certification process, and this time does not increase proportionately as farm size increases. 
None of the existing certification programs mention costs for residue testing, which the NOP 
will require in the form of preharvest testing when there is reason to believe that agricultural 
products have come into contact with prohibited substances. Preharvest testing is expected 
to be infrequent. Certifiers will recover the costs of preharvest testing through explicit 
charges to the producer whose crop is tested or through a generally higher fee structure that 
spreads the expected costs of tests over all clients. 

This rule imposes no requirements that would cause certifying agents that are presently 
using a sliding-scale type fee schedule to abandon their current fee system. Certifying 
agents could recover their net additional costs by increasing their flat-fee component, their 
incremental charges, or both. Because accreditations are renewed only every 5 years, 
certifying agents will have 5 years to recover their net new costs. Certifying agents who 
become accredited during the first year of the program would have fewer direct costs to 
recover because they will not be charged the application fee and hourly charges for 
accreditation services. 

Those currently receiving voluntary certification will likely see a modest Increase as the 
certifying agent passes on its cost Incurred under the NOP. Those not currently receiving 
certification and producing over $5,000 annually in organic products will be required to 
become certified, and they will incur the actual costs of certification. 

Some States, such as Texas and Washington, charge producers and handlers nominal fees 
for certification, and it is possible that more States might provide certification services as the 
NOP is implemented. Other States, such as Minnesota, have cost-share programs to help 
offset costs for organic producers. 

Cone/usion 
This rule wi" primarily affect sma" businesses. We have, therefore, attempted to make the 
paperwork, recordkeeping, and compliance provisions as flexible as possible without 
sacrificing the integrity of the program. We are not requiring specific technologies or 
practices and with the 18-month phase-in of the program we are attempting to give both 
certifying agents and certified operators an opportunity to adapt their current practices to 
conform with the rule. Because we have attempted to make the rule conform with existing 
industry standards, including ISO guide 65 for certification and ISO guide 61 for 
accreditation, the changes for most organizations and operations should be relatively 
straightforward. 

The fees required for accreditation will be the most significant change faced by most 
operations-and this was apparent in the comments received. While we understand the 
concerns of the affected organizations, in order to administer an accreditation program, it is 
necessary that we recover our costs. We are hoping that the elimination of the hourly 
charges in the first round of accreditation will help to alleviate some of this burden. 
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Appendix 0 - Executive Order 12988, Civil Justice Refonn 
Executive Order 12988, Civil Justice Reform, instructs each executive agency to adhere to 
certain requirements in the development of new and revised regulations in order to avoid 
unduly burdening the court system. The revised proposal was reviewed under this Executive 
Order. No comments ware received on that review, and no additional related information has 
been obtained since then. This rule is not intended to have retroactive effect. 

States and local jurisdictions are preempted under section 2115 of the Organic Foods 
Production Act (OFPA) (l U.S.C. 6514) from creating programs of accreditation for private 
persons or State officials who want to become certifying agents of organiC farms or handling 
operations. A governing State official would have to apply to USDA to be accredited as a 
certifying agent, as described in section 2115{b) of the OFPA (l U.S.C. 6514(b». States also 
are preempted under sections 2104 through 2108 of the OFPA (l U.S.C. 6503 through 
6507) from creating certification programs to certify organic farms or handling operations 
unless the State programs have been submitted to, and approved by. the Secretary as 
meeting the requirements of the OFPA. 

Pursuant to section 2108(b)(2) of the OFPA (l U.S.C. 6507(b)(2». a State organic 
certification program may contain additional requirements for the production and handling of 
organically produced agricultural products that are produced in the State and for the 
certification of organic farm and handling operations located within the State under certain 
circumstances. Such additional requirements must: (a) further the purposes of the OFPA, (b) 
not be inconsistent with the OFPA. (c) not be discriminatory toward agricultural commodities 
organically produced in other States, and (d) not be effective until approved by the 
Secretary. 

Pursuant to section 2120(f) of the OFPA (7 U.S.C. 6519(f). this regulation would not alter 
the authority of the Secretary under the Federal Meat Inspection Act (21 U.S.C. 601 et~, 
the Poultry Products Inspections Act (21 U.S.C. 451 et seq.), or the Egg Products Inspection 
Act (21 U.S.C. 1031 et ~. concerning meat, poultry, and egg products, nor any of the 
authorities of the Secretary of Health and Human Services under the Federal Food. Drug 
and Cosmetic Act (21 U.S.C. 301 !t seq.), nor the authority of the Administrator of the 
Environmental Protection Agency (EPA) under the Federal Insecticide. Fungicide and 
Rodenticide Act (l U.S.C. 136 et seq.). 

Section 2121 of the OFPA (l U.S.C. 6520) provides for the Secretary to establish an 
expedited administrative appeals procedure under which persons may appeal an action of 
the Secretary, the applicable governing State official, or a certifying agent under this title that 
adversely affects such person or is inconsistent with the organic certification program 
established under this tlUe. The Act also provides that the U.S. District Court for the district in 
which a person is located has jurisdiction to review the Secretary's deciSion. 
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Appendix E - Executive Order 13132, FederaUsm 
This final rule has been reviewed under Executive Order 13132, Federalism. This Order 
requires that regulations that have federalism implicatIonS provide a federalism impact 
statement that (1) demonstrates the Agency consulted with the SIaIa and local officiafs 
before developing the final rule, (2) summarizes SIaIa concerns, (3) provides the Agenr:ls 
position supporting the need for the regulation, and (4) describes how the concerns of SIaIa 
officials have been met The Order indicates that, where National standards are required by 
Federal statutes, Agencies shall consult with appropriate SIaIa and local offtcia/s in 
developing those standards. 

The Organic Foods Production Act (OFPA) of 1990 (7 U.S.C. 8501 !l agJ establishes 
national standards regarding the marketing of agricultural products as organically produced. 
assures consumers that organically produced products meet a consistent standard. and 
facilitates interstate commerce in fresh and processed food that is organicaly produced. 
Thera has been a great deal of support for this law and these regulations from the organic 
community. 

OFPA and these regulations do preempt SIaIa statutes and regulations related to organic 
agriculture. OFPA establishes natiOnal standards regarding the marketing of agIfcuIIuraI 
products as organically produced, assures consumers that organicaly produced procb:ts 
meet a consistent standard, and facilitates Interstate commerce In fresh and processed food 
that is organically produced. CunentIy, 32 States have organic statutes on their books and 
have implemented them to various degrees. However, the Act contemplates a signllicaid 
rore for the States and, in fact, envisions a partnership between the States and the FedenII 
Government In meeting the requirements of the Statute. The Act alk:lws the States to 
determine the degree to which they are involved In the organic progian. States may c:hoose 
to: (1) carry out the requirements of the Act by establishing a SIaIa organic program (SOP) 
m!!! becoming accredited to certify operations, (2) establish an SOP but utiIia privata 
accredited certifying agents, (3) become accredited to certify and opeIate under the National 
Organic Program (NoP) as implemented by the Seaatary, or (4) not play an ac:Iive role in 
the NOP. 7 U.S.C. 8507 provides that States may establish an SOP consistent with the 
national program. SOPs may contain more restrictive requirements than the NOP 
established by the Secretary of Agriculture. To be more restrictive, SOPs must further the 
purposes of the Act. be consistent with the Act. not discriminate against org&Ilic products of 
another State, and be approved by the Secretary. 

Because impIemenlatiO(l of OFPA will have a significant effect on many States' exI Ii iQ 
SIaIa statutes and programs, the U.S. Department of AgrIculture (USDA) has reached out to 
States and actively sought their Input throughout the entire process of de'18Iaping the 
organic rule. On publication of the first proposal on December 16, 1997, an announcement 
and informatiOn packet summarizing the proposal was sent to more than 1,000 illl8rest8d 
parties, Including SIaIa governors and SIaIa depar1ment of agriadbn aeaetaies, 
commissioners, or dIIecluiS. Over a period of 6 years, numerous meetings ware held to 
provide States an opportunitY to provide infonnation and feedback to the rule. In 1994, 
States ware Invited to participate In four public hearings held In Washington, DC; RosemonI, 
Il; Denver, CO; and Sacramento, CA, to gather Infonnation to guide development of 
standards for livestock products. States ware also provided the opportunity to COI.I.1IInl 
specifically on State Issues at a National Organic Certifiers meeting held on July 21,1995. 
They were invited to discuss accreditation issuas at a meeting held on February 26, 1996. 
Following the pubrlCStion of the first proposal, SIaIa and local jurisdictions had the 
opportunity to provide input at four listening sessions held In Februa'y and March 1998 in 
Austin, TX; Ames, IA; Seattle, WA; and New Brunswick, NJ. A meeting to disalll the role of 
Stales in the NOP was held In February 1999. A SIaIa organic certifiers meetiliQ to discuss 
SIaIa issues was held at a March 2000 meeting with the National Assoc::Iation of SIaIa 
Organic Programs. 
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USDA also drew extensively on the expertise of States and the organic industry by working 
closely with the National Organic Standards Board. The Board met 12 times before 
publication of the proposed rule on December 16, 1997, and met fIVe times during 1998 and 
1999 and two times in 2000. States were invited to attend each of these meetings, and 
official State certifier representatives participated in Board deliberations in meetings held in 
July 1998, July 1999, and March 2000. 

Public input sessions were held at each meeting to gather information from all interested 
persons, including State and local jurisdictions. NOP staff also received comments and 
consulted with States at public events. They made presentations, received comments, and 
consulted with States at local and regional organic conferences and workshops and at 
national and international organic and natural food shows. States were consulted in training 
sessions held for organic inspectors, as well as numerous question and answer sessions at 
speaking engagements of the Agricultural Marketing Service (AMS) Administrator, the NOP 
Program Manager, and NOP staff. 

In addition, during August and September 2000, the Administrator and NOP s18ff engaged in 
extensive efforts to discuss the proposed rule. While many organizations declined 
opportunities for these briefings, AMS staff did meet with the National Conference of State 
Legislatures (NCSL) and, at their request, in lieu of a meeting, provided information to the 
National Governor's Association (NGA). NGA and NCSL representatives stated they were 
aware of the development of the final rule but offered no comments during these 
consultations beyond those submitted by the individual States during the proposed rule's 
comment period. In addition, between August and October 2000, NOP staff had telephone or 
e-mail contact with the State organic program directors or other State department of 
agriculture representatives in 25 States to determine the scope and status of each State's 
organic program in the context of the issuance of the final rule. These State representatives 
stated that they were eagerly awaiting the publication of the final rule and had already begun 
adjusting their programs to conform to the March 2000 proposed rule in anticipation of the 
publication of the final rule. Finally, States have had the opportunity to comment on two 
proposed rules. More than 275,000 comments were received on the first proposal, and 
40,000 on the second proposed rule-including extensive comments from twelve State 
departments of agriculture, one State legislator, two members of Congress, and the National 
Association of State Organic Programs. 

Through this outreach and consultation process, States have both provided general 
feedback to the rule and expressed several specific concerns about how this rule will affect 
State programs. Overwhelmingly, States were extremely supportive of the March 2000 
proposed rule. With a few exceptions, most notably who should bear the cost of enforcement 
of an SOP, States are supportive of the Federal legislation. We did not receive a single 
comment from a State that indicated that there should not be a national organic program. 
The most prevalent issues they raised regarding the March 2000 proposed rule as to how 
this rule will affect organic programs in their States, along with USDA's response, are 
described below. We received no direct comments from States on the Federalism section in 
the proposed rule. Many of these concerns and others are addressed in more detail in the 
relevant sections of the rule. 

Applicability 
Regarding section 205.100(b), five States currently offer a "transition to organic· fabel for 
producers who are in the process of becoming certified. Many of these Stales would like to 
continue to offer this label. However, OFPA does not authorize a "transition to organic" label. 
Although the States (or private certifiers) are free to come up with a different fabel for these 
farmers, they cannot utilize the term, organic," in any seal or labeling aSSOCiated with the 
conversion period. There is no change in this provision from the proposed rule. 
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ACCRlditatiOn 
Regarding section 205.501 (a), many States wanted the NOP to add an additio."18l subsection 
to the ACCRIditatiOn section requiring certifiers to prove that they cen cany out a State's more 
restrictive standards in order to be accredited to certify in that State. AMS cona.n with this 
suggestion and has added a new paragraph 205.502(a)(20) requiring the certifying agent to 
demonstrate its abirlty to comply with a State's additional requirements. 

Regarc:fmg section 205.501(b), there was strong support by all of the States for the provision 
that States with SOPs are able to have higher standards than the NOP for opel_lions within 
their State. However, there was not consensus among the States on the prohibition on 
private certifiers requiring more stringent standards. 
Although most supported the prohibition on private C8Itifiers imposing additional 
requirements as a condition of certification because they perceived that it \ovJeI8d barriers to 
farmers and processors in their States, three States were strongly opposed to this provision. 
Because having a consistent national standard is one of the primary purposes of the 
legislation, there is no change in this provision from the proposed rule. 

State Programs 
There was general confusion about what is the differance between a State organic 
certification program and an SOP. In addition, some States wanted the seope of the NOP's 
oversight for State organic activities to be limited to certification. A State organic certiIk:ation 
progrem is equivalent to a private or foreign cerutication program. States wishing to certify 
operations in their State must apply to the NOP for acaeditatiOn. 

An SOP, on the other hand, requires the State to submit a plan to the NOP for approval to, in 
effect. administer the NOP within their State. Included in this is the opportunity to include 
requirements that cflffer from the NOP. In creating an SOP, a State is also agnIling to take 
on enforcement activities that would oIheIwise be the responsibility of the NOP. One 
exception to a State's enforcement authority is that States with SOPs do not have 
jurisdiction over the accreditation of certifying agents and cannot revoke aca editatios'i.. They 
cen investigate and report accreditation violations to the NOP. States with only an acaec:lted 
certification program are only responsible for the level of enforcement that aI aCCRIdited 
certifying agents, State, private, or foreign, are required to take on. 

Regarding section 205.62O(c), several States want broader language than "unique 
environmental conditions- to be the basis for a State to have the right to eslablilh more 
restrictive requirements under an SOP. AMS does not concur. There Is no change to 1his 
language in the final rule. It is the opinion of AMS that the current language is broad enough 
to cover the seope of more restrictive requirements as authorized by OFPA. 

Regarding section 205.62O(d), many States want It to be optional for States with SOPs to 
take on enforcement obligations; several want funding from USDA for ellforoament adivities. 
AMS does not concur with this change. AMS does not anvision that partiCipation under the 
NOP will impose additional fiscal costs on States with existing organic programs. other than 
the costs of accreditation. 

Regarding section 205.621(b). several States commented that States with SOPs should not 
be required to publish proposed changes to their programs in the Federal Register for public 
comment AMS concurs with this comment This language was an oversight from the first 
proposed rule. 

fuI. 
A few States commented that the proposed fees for accreditation could cost more than some 
States could afford to pay. They made some suggestions for I8ducing accreditation fees, 

271 



ranging from no fees (a completely federally funded program) to charging reduced rates for 
travel or eliminating hourly charges. AMS has no plans to change the fee structure. As in the 
proposed rule, hourly charges for accreditation will be waived for all applicants in the first 18 
months of the program to facilitate the conversion to a national accreditation system. 

Compliance 
Regarding section 205.665, several States wanted to know what their authority was to 
revoke the accreditation of private certifiers in their State who do not meat additional State 
standards under an SOP. An SOP's goveming State official is authorized to review and 
investigate complaints of noncompliance with the Act or regulations concerning accreditation 
of certifying agents operating in their State. If they discover a noncompliance, they shall 
send a written report to the NOP program manager. Because accreditation is a Federal 
license, States do not have the authority to revoke a certifYing agenfs accreditation. There is 
no change in this section from the proposed rule 

Appeals 
Regarding section 205.668(b), several State commenters want appeals from SOP's to go to 
State district court rather than Federal district court. AMS disagrees. The Act provides that a 
final-decislon of the Secretary may be appealed to the U.S. District Court for the district in 
which the person Is located. AMS considers an approved SOP to be the NOP for that State. 
As such, AMS considers the governing State official of such State program to be the 
equivalent of a representative of the Secretary for the purpose of the appeals procedures 
under the NOP. Because the final decision of the goveming State official is considered the 
final decision of the Secretary, under the Act it is then appealable to the U.S. District Court. 
not the State district court. 

Regarding section 205.680, State commenters want a process by which people who feel 
they were adversely affected by the organic program in a State with an SOP may appeal to 
the SOP's governing State offiCial, rather than the Administrator. AMS has amended the 
language in section 205.680 to clarifY to whom an appeal is made under various situations. If 
persons believe that they were adversely affected by a decision made by the NOP Program 
Manager, they appeal to the Administrator. If they were adversely affected by a decision 
made by a certifYing agent (State, private, or foreign), they appeal to the Administrator 
unless they are in a State with an SOP, in which case, they appeal to the SOP's governing 
State official. If persons believe that they were adversely affected by a decision made by a 
representative of an SOP, they appeal such decision to the SOP's governing State official or 
such official's designee. 
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Appendlx10 

ApprlCation for Accreditation to USDA's National 

APPLICATION FOR ACCREDITATION 

1) A fist of each organizational unit. such as chapters or a subsidiary ofIIc:e Inc:IudInsI the name. oIIIoa Ioc:aIIon. IIIIIIIIng addi-. and 
contact numbers (telephone, facsimile, and InIIImet adcInIu), and the nama of a conIIH:t person for each unit; 2) A copy of the rw 
schedule for at seMcas to be provided under these regulallons by the appllcanl; 3) For a govamment enIIIy, • copy of the ~ 
autllorily to conduct OtlfIlfication seMcas under 7 CFR Part 205; 4) For a privata enIiIy, documeiltallon showing the enlitJ's sIIIIus and 
organizational PUrpo$4l, such as articles of incorponlIIon and by-Iaws or ownership or membership pnwIsIons, and .... dille of 
aslablishmenl; 5) A list of each State or foreign counIty In which the applicant C\III'enIIy eellifiel productlott and hendliflg opeIaIIanI and 
8 list of each State In whlell the applicant Intands to cerIH'y production and hIIndIlng opeIallotls; 8) Tha raquiI .. , ...... 
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