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SECTION ONE

INTRODUCTION

This project involved the holding of a series of workshops/seminars on the new United States
Food and Drug Administration's (FDA) Seafood Hazard Analysis and Critical Control Point (HACCP)
regulations. These regulations will, effectively, put into place a new approach to ensuring the safety of
seafood products. The new regulations will become effective December 18, 1997. The program is equally
applicable to both U.S. domestic and imported product. Thus, foreign seafood processors must adhere
to the new regulations. Since a new approach to ensuring seafood safety is involved, substantial changes
to the way in which processor's food safety and quality assurance programs operate are needed. These
changes are particularly challenging to seafood processors in developing countries where current programs
in these areas are often limited. This workshop was specifically designed to provide countries served by
the Asia Regional Agribusiness Project with early information on the nature, scope and extent of the new
regulations to assist them in beginning the process of preparing for the new regulations. The workshop
was not designed to be a HACCP training workshop; such an effort requires substantially more time and
resources. However, clear follow-up needs were identified in the HACCP training area that are identified
in this report.

In addition to providing information on the new U.S. FDA Seafood HACCP regulations,
information was also provided on current seafood marketing trends, both internationally and for the United
States.

While each workshop was conducted somewhat differently (see country sections below), the basic
information provided was the same. The subject matter covered and the technical team presenting the
workshop was the following.

HACCP: An Overview and Its Role in International Food Safety Regulation. Dr. H. Michael
Wehr, Ph.D., Director, International Food Standards, TAS, Incorporated, Washington, D.C..

The New U.S. FDA Seafood HACCP Regulations. Dr. Frank MacKeith, Consumer Safety

Officer, Center for Food Safety and Applied Nutrition, Office of Constituent Operations,
International Program, U.S. Food and Drug Administration, Washington, D.C..

F a jonal Fi ies and Their Mana nt Under FDA Seafood
HACCP. Mr. Richard Dees, Consultant, Seafood Export Assistance, Rockville, MD.

Practical Information on Importing. Mr. Jonathan Little, Consultant, Surefish Company, Seattle,
WA.

11.S. and World Seafood Market Trends. Mr. Howard Johnson, President, H.M. Johnson and

Associates, Bellevue, WA.

The participation of Mr. Little and Mr. Johnson was made possible by USAID's SUSTAIN
Program (sharing United States technology to AID in the Improvement of Nutrition). SUSTAIN assistance
in this project is gratefully acknowledged.



Attached in Appendix 5 to this report are presentation materials covering the presentations of the
various team members documenting the their presentations.

Venues for the workshop were Cochin, India, Jakarta, Indonesia, and Manila, Philippines.
Dhaka, Bangladesh was originally scheduled as a presentation location but was canceled due to civil
disturbances within the country during the scheduled time for the workshop. Because of the Bangladesh
cancellation, additional time was spent in Singapore; advantage was taken of this change to visit the
Southeast ASEAN Fisheries Development Center (SEAFDEC).

The following report summaries the key findings for each venue including sponsoring
organizations and key contact individuals, attendance, findings from each workshop including
concerns/questions raised by attendees (and responses given as appropriate), visits undertaken (if any), and
published information obtained (if any). Since the recommended follow-on activities are regional and apply
to all countries visited, they are given in a separate section.

Short reports were requested from all workshop team members. These are provided in
Appendix 1.

Note: Questions on seafood embargoes to the U.S. due to environmental concerns, specifically
the entrapment of sea turtles, were raised by participants at each workshop. At the request of the U.S.
Government, the team directed inquires to the Commercial Section of the U.S. Embassies.



SECTION TWO

COUNTRY REPORTS

INDIA

This workshop was held in Cochin, India on March 19, 1996. Visits to government agencies
involved with fishery products and visit to a frozen shrimp processor were undertaken at the request of
the sponsoring organizations. These visits were requested to provide the team with the necessary
background on the Indian fisheries industry.

Sponsors for the workshop were U.S. AID India, Department of Energy and the Environment,
the Export Inspection Council, the Export Inspection Agency, and the Marine Products Export
Development. Co-sponsors included the Seafood Exporters Association of India, the Central Institute of
Fisheries Technology, and the Confederation of Indian Food Trade and Industry.

Copies of the technical team's itinerary, the Workshop Inaugural Program and the actual Seminar
Program are provided in Appendix 2.

Key contact individuals are given in Appendix 3.
Workshop attendance was approximately 70 individuals. A small registration fee was charged.

The Workshop and Inauguration Program occupied one day. At the request of the sponsoring
organizations, approximately two days equivalent time was spent visiting various organizations to obtain
an understanding of the fisheries situation in India.

Findings

It was apparent from the discussions at the various government agencies and organizations visited
(see below), the number of workshop participants, and the side discussions and networking that occurred
with team members during the workshop that there clearly is a significant interest and awareness of
HACCP and the new U.S. FDA Seafood HACCP Regulations. Based primarily on discussion with
industry representatives attending the workshop (visits were too few to provide extensive information) and
on discussions with the Export Inspection Agency, it appears that HACCP capability within the Indian
seafood industry is, however, very limited. A representative of the Export Inspection Agency indicated
that, of some 120 processing facilities establishments in the Cochin area, none are currently HACCP ready
and only 10% are "getting further along”. Discussion with several workshop at.endees indicated their
technical confusion between quality control programs and HACCP. There is no doubt, however, of the
seriousness with which India is addressing the need for HACCP; this appears to be particularly noticeable
with the efforts of the Export Inspection Council and the Export Inspection Agency to bring a HACCP
awareness and capability to the industry.

Several key points of inquiry/interest arose from the seminar participants. Please refer to
Appendix 1 for additional items provided by the individual team members.



The need and interest for detailed HACCP plans (effectively HACCP “recipes") for use
by the industry to implement HACCP. Questions were asked re: where and when will
model HACCP plans be available.

Does qualification under the FDA Seafood HACCP program remove a firm from the
FDA's automatic detention list. Answer (from MacKeith): No, the two areas are separate;
a firm must still complete five successive acceptable shipments to be removed from the
automatic detention list. But the proper operation of HACCP should, in principle, result
in a product acceptable to FDA. Thus, a properly operating HACCP program should lead
to a firm's eventual removal from the automatic detention list.

What is the difference between HACCP and ISO 9000? Answer (from Wehr): HACCP is
solely a food safety program; ISO 9000 is a comprehensive quality assurance program that
will normally ensure a given level of quality specified by the manufacturer. Properly
designed, an ISO 9000 program may incorporate HACCP but it need not do so.

Several related questions.

— Where does HACCP begin and end?

—_ What are examples of sanitation begin and end.
— What is the role of the transporter?

- What is the role of the consumer?

Answer (from Dees, Wehr): Depends on the specific product and process. Normally,
HACCP extends from the time a firm assumes responsibility for an ingredient of a product
until it relinquishes control of the product; however, it may extend beyond these limits if
safety demands it. HACCP often incorporates product specifications which effectively
extend HACCP.

Consumer activities (storage, preparation, etc.) is normally not a part of HACCP but may
be part of a manufacturer's educational program to ensure the safe use of a product.

Can you have a separate HACCP plan for a fish pre-processing center? Answer (from
Dees): yes.

FDA Seafood HACCP regulations state that where there is no identified hazard, there is
no need for a HACCP plan. Is there ever such a situation?” Answer (from Dees): There
may be but it will be very rare (Processing Atlantic Cod was an example given where a
HACCP plan may not be required.

Questions regarding information resources, including:

— How can copies of FDA regulations be obtained?

— How can a copy of the FDA Seafood Hazard and Control guide be obtained?
— What is the Internet addresses for FDA?

— How can we access additional training resources for HACCP?



®  Questions regarding further HACCP preparation and training.

— What should a processor be doing now in preparation for HACCP?

—_ When can the U.S. industry training acceptable to the U.S. be made available to
India?

— Will previous HACCP training or training in HACCP be sufficient to be in
compliance with this regulation?

— How does India's government and seafood industry obtain continued interacticns
with experts such as those on this team?

It should also be noted that, during the team's visit to the Export Inspection Agency (EIA)
Laboratory in Cochin, an inquiry was addressed to the team relating to Salmonella testing on shrimp. This
area has been the subject of extensive previous discussions with the U.S. Food and Drug Administration.
FDA has expressed concern with the occurrence of false negative findings by the Cochin EIA Laboratory
(i.e., negative salmonella tests by the EIA and positive findings by the U.S. FDA on the same lot). EIA
representatives requested a review of their methodology to help ascertain the reasons for the discrepancy.
The team did not provide this review, but noted the need and suggested that a good first step would be to
have the EIA laboratory participate in that portion of FDA's food microbiology proficiency program that
deals with saimonella. On-site review and training in this technical area may also be helpful.

Summaries of Organizations Visited

Export Inspection Authority (EIA)

The EIA is under the India Ministry of Commerce and is organized into five regions (Bombay,
Calcutta, Cochin, Delhi, Madras). The Agency provides product grades and standards inspection
certification for food and agricultural products.

The Cochin region consists of the southern two states of India. Primary products involved are
fish, cashews and spices. 90% of the district’s work is with fishery products. All work is done on a fee
for service basis. Sixteen inspection stations comprise the Cochin district. EIA inspects only those
products involved with export.

Currently, all fishery products are under mandatory export inspection. In order to gain approval
to export, minimum process facilities and laboratory and product specifications must be met. '

Cochin EIA is heavily involved in working with the fisheries industry to implement HACCP.
Efforts are coordinated through the Export Inspection Quality Control Laboratory. There is an assigned
HACCP point person for the processing industry. There is an active (and apparently cooperative) effo_t
to inspect, assess, and improve facilities, equipment, water/ice quality, quality assurance programs as well
as to implement HACCP. Routine monthly inspections are made of all 120 fishery processing
establishments for which the region is responsible; these inspections normally include product and water/ice
sampling; testing includes that for total bacterial count, coliforms, salmonella, listeria, vibrio cholera,
heavy metals (e.g., mercury), antibiotic residues (e.g., tetracyclines) and pesticide residues (e.g.,
chlorinated hydrocarbons). The actual extent to which all programs are actually carried out needs to be
verified. A walk through tour of the laboratory indicated apparent adequate competency (although the



laboratory has had and still has a problem with the U.S. FDA regarding false negative salmonella findings
(see above). The work force, particularly the management, appeared capable.

Marine Products Export Development Authority (MPEDA)

MPEDA is a part of the India Ministry of Commerce with a responsibility to assist the seafood
industry in developing its export markets including providing guidance on foreign regulations and quality-
standards requirements. Note: the horticultural equivalent organization is the Agricultural Products Export
Development Authority (APEDA) which was visited by RAP on a previous mission. MPEDA is
government funded and has 22 field offices throughout India. The role of MPEDA is six fold.

®  Coordinate federal and state government activities related to the development of the fishery
industry.

o  Implement development activities in both capture and culture fisheries.
L] Assist in the introduction of new technologies.

L Upgrade quality and safety standards through extension activities.

®  Conduct overseas market promotion

®  Gather overseas market intelligence including new regulatory requirements for fishery
products.

The current focus of MPEDA is threefold with activities in seven (7) areas.

Focus Areas

A. Development of aquaculture.
B. Development of value added fishery products.
C. Improvement of product quality and safety.

jvi

Conservation management
Registration of exporters and processors.
Assisting with the development of product standards and specifications.
Regulation of marine product exports.

. Providing technical extension assistance in seafood harvesting.
Providing market intelligence for industry.
Assisting industry with technical training needs.

NohALD e~

Central Institute of Fisheries Technology (CIFT)

CIFT is a research and training organization for the Indian seafood industry, operating in seven
broad areas: fishing technology, fish processing, biochemistry and nutrition, engineering, microbiology



and fermentation, biotechnology, and extension/information/statistics. Specifics on both areas are provided
in references obtained (see below).

CAP Seafoods (Division of ABAD Fisheries)

CAP Seafoods is a frozen shrimp processor exporting frozen product to developed countries,
primarily the EU. Eight plants are operated by CAP. The plant toured is very new, approximately 1 year
in operation. Construction was done by a UK firm with plant design, construction and equipment world
class in nature. '

CAP is in the process of implementing HACCP; it is clearly one of the 10% Cochin area plants
that are on the way to HACCP readiness although a brief review of quality control records indicated some
discrepancies between stated and actual practices.

The team did not have the opportunity to tour other processors; we believe this plant is
substantially better than most, if not all, others in the area and is not typical of the average processing
establishment.

Information Obtained
The following published material was provided to the team. Copies are on file for reference.
® Export of Fresh, Frozen and Processed Fish and Fishery Products (Quality Control,
Inspection and Monitoring). Order and Rules, 1995 (Govt. of India, Ministry of

Commerce).

® Export Inspection Agency, Assessment Report (a listing of inspection points for food
processing establishments), undated.

¢  MPEDA- An overview; the Marine Products Export Development Authority (Ministry of
Commerce, Govt. of India). August, 1995.

e  Central Institute of Fisheries Technology, Indian Council of Agricultural Research, Annual
Report, 1994-95. '

®  Central Institute of Fisheries Technology, Research Highlights, 1994-95.

L Central Institute of Fisheries Technology, Training Programmes in CIFT, April, 1995.



INDONESIA

This workshop was held March 25 and 26, 1996 in Jakarta.

Sponsors for the workshop were the Gabungan Pengusaha Perikanan Indonesia (GAPPINDO),
a federation of Indonesian seafood industry associations, and the U.S. AID Agribusiness Development
Project (ADP).

A copy of the workshop agenda is given in Appendix 2.

Total workshop attendance was approximately 75 individuals. Average workshop session
attendance was approximately 50 individuals. No registration fee was charged.

The workshop occupied two full days. Each formal presentation was followed by a summary
given in Indonesia by the session moderator. A significant number of questions arose from the floor and
from networking during the meeting. Time was provided for one-on-one discussions but only a few
consultations (5-6) were requested.

Key contact individuals are given in Appendix 3.

Workshop participants indicated the following in regards to their involvement in the fisheries

business.
Involved with:
®  Industry fishery processing 30%
®  Industry fishery management 15%
®  Government fishery inspection 10%
®  Government fishery management <5%
®  Quality control/quality assurance 30%
®  Shrimp processing (capture on aquaculture) 30%
®  Finfish processing 10%
®  Shellfish processing <5%
®  Value added product processing <5%
Findings

A survey of workshop attendees indicated that only 20% were involved in implementing HACCP
and that only 10% felt that their firms were HACCP ready.

‘ There was a clear underlying feeling that the U.S. Government policy (particularly that of the
FDA) was the cause for the inability of Indonesia seafood industry to expand their imports into the United
States. This was evidenced by several comments that were made during the sessions; e.g.;

® Is there a direct relationship between U.S. government policies and the declining
importation of seafood into the U.S.? Response: no- strength of U.S. economy is the
primary reason.



Why can Indonesia get product into Japan (a stringent quality market) and not the U.S.?
Response: price and product selection are primary factors for success to Japan.

A direct comiment that FDA is a technical trade barrier.

Many of the technical questions raised in India also arose in Indonesia. Additional areas for
comment/inquiry were the following.

Interest was expressed regarding memoranda of understanding between the FDA and
specific companies. Questions were asked as to how such agreements can be obtained.
Response from MacKeith: Agreements are made between governments; firms interested
in obtaining MOU approval with FDA must work through their government and convince
all parties of their long term capability to meet U.S. import standards.

What is relationship between HACCP and product detention? Response from MacKeith:
Product detention is separate from HACCP. The "five clean lot" rule still applies.
Effective HACCP should, however, provide a non-violative product.

Questions were raised regarding personal hygiene related to religious practices,
specifically the lack of certain individuals to use towels or tissue to cleanse themselves
after bathroom usage. The response provided focused for the need for any system, under
the HACCP program, to ensure proper personal hygiene, regardless of specific cultural
or religious practices.

Country of origin product sampling and use of private laboratories. An inquiry was raised
as to whether FDA accepted samples obtained by official bodies in the country of origin
apart from an MOU. Response from MacKeith: No. The use of private laboratories in
testing exported product destined for the U.S. was reviewed (i.e., FDA guidelines for the
use of private laboratories).

Abuse of HACCP. Concern was expressed regarding the potential for importers to use
the HACCP system to bargain for lower prices. Specifically, the concern was on
importers using the perceived inability of a country to adequately produce a product under
HACCP, even if a formal HACCP program were in place in a country, to bargain for a
lower price. A recognition of this issue was made but no resolution was provided.

Status of HACCP in the U.S. A question was raised as to the true status of HACCP in the
U.S. Response: at the beginning.

Why do some U.S. ports take longer to process a import than others? Response from
MacKe’th: They shculdn't but workloads and resources vary.

What will FDA do if product is rejected from a plant operating under an acceptable
HACCP plan. Response from MacKeith: FDA will re-review the HACCP plan and
HACCP plan product documentation.

There were, additionally, multiple questions on training, including a request identical to that
made in India as to when can HACCP training acceptable to the FDA be brought to Indonesia.
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There were also multiple questions relating to technical information access, specifically to U.S.
seafood regulations and regulatory product standards (e.g., allowable histamine, drug residue, and formalin
levels).

Please refer to Appendix 1 for additional areas of concern and inquiry identified in reports of the
individual team members.

No agency or plant visits were undertaken in Jakarta. Additionally, no information materials
were provided on Indonesian organizations or industrial firms.

PHILIPPINES

This workshop was held March 28 and 29, 1996 in Manila.

The sponsor for the workshop was the Foundation for Resource Linkage and Development, a
private non-profit organization providing information and training services to the Philippine food and
agriculture industry. FRLD was originally funded through U.S. AID but is now self-supporting.

A copy of the workshop agenda and an agenda for a brief follow up HACCP Planning Session
is given in Appendix 2.

Total workshop attendance was approximately 25. A substantial registration fee (P5500, US
$215) was charged to cover all meeting costs (promotion, hotel and meals). While the registration fee
likely affected attendance levels, the organization of the workshop was excellent and the amount of pre-
meeting workshop effort required by RAP was minimal.

The workshop occupied two full days. Each formal presentation was followed by a question and
answer session. While the questions from the floor were relatively few, the number of one-on-one
consultations held was substantial- approximately 25 short individual consultations were held with all five
of the workshop team. There was a clear and successful effort by FRLD to motivate attendees to use the
one-on-one consultations.

Key contact individuals and a listing of attendees is given in Appendix 3.

Workshop participants indicated the following in regards to their involvement in the fisheries
business.

Involved with:

®  Private sector fishery operations 80%
®  Government agencies 20%
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A specific breakout of individuals associated with various activities was the following.

Tuna canners 2 individuals
Tuna-fresh/frozen processors

Fish sauce/paste manufacturers
Third party certifying organizations
Other processor

Trading Companies

Regulatory Agency

Port shipper/operator

Research Organization
Miscellaneous

® ®© 06 06 0 0 0 0 0 0
B2 ON DD W = W

Findings

A survey of workshop attendees that eight individuals had prior experience with HACCP and
8 companies indicated they were developing HACCP plans.

Much of the interaction with participants in this workshop venue took place in the one-on-one
consultations. Please refer to Appendix 1 for more detail on these meetings.

To a significant extent, issues brought forward in discussion were similar in nature to those
arising from the other two workshop venues, including those dealing with: HACCP training; details of
HACCP implementation; the relationship between automatic detention and implementation of HACCP;
the use of private laboratories for export product testing; and the establishment of Memoranda of
Understanding between FDA and countries. Additional areas of discussion included the following.

e  How will FDA operate between now and the implementation of Seafood HACCP?
Response from MacKeith: business as usual.

®  How will MOU's between countries be influenced by Seafood HACCP? Response
from MacKeith: too early to tell.

®  What criteria are used by FDA in selecting product for inspection? Response from
MacKeith: compliance history of product, country, exporter, shipper, and importer.

° How can a continuing dialogue be set up to facilitate the implementation of the
provisions of this regulation?

L How can Codex help to resolve differences between cifferences between countries
(specifically the U.S., Canada, and the EU) in histamine maximum residue limits?
Referral was made to the Codex Committee on Fish and Fish Products through the
Philippine Codex Contact Point.

An additional topic regarding laboratory analytical capability for extraneous material testing
arose in the one-on-one discussions; this subject arose in a previous visit to the Philippines under RAP.
Interest was expressed by both government laboratory representatives, and third party certifiers for
assistance in training laboratory analysts in extraneous material testing. As indicated in a previous trip
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report, and as described in a previous technical assistance proposal, such assistance could be very
beneficial to both the Philippines and other developing countries.

Planning Session

A post workshop planning session was held to evaluate the next steps needed to be taken to
assist the Philippine Seafood Industry in meeting the FDA Seafood HACCP regulations. Attending the
meeting, in addition to the technical team, were representatives of the Philippine Chamber of
Commerce and Industry, the Philippine Food and Drug Administration, the Philippine National Food
Authority Food Development Center and FRLD. The recommendations arising from this session were
similar in nature to those brought forward in other countries and are outlined in the Recommendation
Section below. Minutes of this planning session are given in Appendix 4.

SINGAPORE

As a result of the cancellation of the Bangladesh venue of the workshop due to civil unrest,
the technical team spent an extra day in Singapore. This time was used to visit the Southeast Asian
Seafood Fishery Development Center or SEAFDEC. Also included in the visit to the ASEAN-Canada
Fisheries Post Harvest Technology Project; this project is an integral part of SEAFDEC.

This visit was carried out on March 22, 1995.

Key individuals with whom visitations occurred are given in Appendix 3.

Findings

SEAFDEC is an ASEAN focused provider of technical and quality control information.
SEAFDEC is funded by Japan with Canada and Japan providing the primary technical guidance.
Countries involved include Singapore (headquarters location), Indonesia, Malaysia, Thailand, Japan,
Brunei, and the Philippines. Each country has a different center of focus aithough they can all
participate in the various projects of the center. These specialties, all related to fishery products are the

following:

Indonesia:  Quality control for fresh and frozen shrimp.

Brunei: Quality control for small and medium processing plants and developing
technologies for processing underutilized species into value added products.

Malaysia:  Production of information and training resources.
Philippines: Development and improvement of value added shrimp products.
Singapore:  Development of surimi based products. Development of analytical methods,

especially those related to histamines, drug residues, and heavy metals.
Development of packaging materials.
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Thailand: Improving shrimp aquaculture farm practices. Controlling tuna/tuna product
decomposition.

A primary and key role of SEAFDEC is in the training area. The current training focus
includes HACCP.

SEAFDEC should be a major resource to RAP in future HACCP related activities.
SEAFDEC has or is developing training materials for the following.

Fish plant inspection.

Fish plant design (includes floors, ceilings, water supply, etc.).
Plant hygiene and Good Manufacturing Practices.

Personal hygiene.

Equipment design.

Most of the material is in written form (we were provided an example: Hygiene for Food
Processing Plants). However, videos are under development.

Key points to note:

1. SEAFDEC information is publicly available to all, including non-ASEAN countries
such as India and Bangladesh.

2. SEAFDEC is in the process of developing a regional seafood HACCP training
curriculum, incorporating components for of both the EU and U.S. programs).

3. This center clearly knows the SE Asian fisheries business and is an excellent technical
resource with materials that are readily available at little or no cost.

4.  SEAFDEC is on-line on the internet with a ASEAN SEAFDEC home page.

5. SEAFDEC representatives clearly stated that the impact of HACCP will be to
restructure the ASEAN seafood industry, essentially a survival of the fittest situation.
SEAFDEC's current assessment of HACCP readiness of the region is that "some plants
are ready”.

Materials Obtained

Role of SEAFDEC in Fisheries Development in Southeast Asia, Southeast ASEAN Fisheries
Development Center, July, 1991.

ASEAN Canada Fisheries Post-Harvest Technology Project, Phase II; an information
brochure.

List of MFRD Publications, Marine Fisheries Research Department, SEAFDEC, 22 Dec.,
1995,
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Hygiene for Fish Processing Plants, ASEAN-Canada Fisheries Post-Harvest Technology
Project Program, Phase II. Compiled by Leonard Limpus, Program Manager, undated.



15

SECTION THREE

RECOMMENDED FOLLOW-ON ACTIVITIES

It is very clear from the discussions and visitations that occurred during this series of workshops
that substantial effort is needed to permit seafood processors in the countries visited (and in Bangladesh)
to be prepared for the requirements of the U.S. Food and Drug Administration's mandatory seafood
HACCP program planned for implementation in December, 1997. Few, if any, plants are HACCP ready
and there appears to still be a lack of understanding of HACCP among many seafood processors.
SEAFDEC representatives clearly stated that the impact of HACCP will likely be a restructuring of the
industry, essentially a survival of the fittest situation. If seafood processors are to be prepared for
implementation of the U.S. FDA Seafood HACCP program, it is important that efforts begin now.

There was a clear consistency of need shown in all countries visited regarding preparation for
the implementation of HACCP, including training, plant audits, and remediation efforts. While much of
this activity is beyond the resources available to U.S. government funding sources, there are clear next-step
activities that are possible through the support of U.S. AID, its projects, missions and ancillary
organizations, particularly if coupled with support from the individual country seafood industries and their
trade and/or government support organizations. It is the judgment of this report that support from a
country's industry or government is important to provide the incentives necessary to achieve meaningful
improvement of the seafood industry.

Based on the information obtained during this project, we recommend that U.S. AID (and its
RAP Project Component) and USDA Foreign Agricultural Service International Cooperation Division
consider the following next steps.

1. Support the attendance of 2-3 individuals from each country at "train the trainer” Seafood
HACCP Alliance Training Courses held in the United States. The U.S. Seafood HACCP
Alliance is a consortium of government (FDA), university (Sea Grant Institutions) and
industry (particularly the National Fisheries Institute) interests that have developed a
comprehensive seafood HACCP training course. The U.S. Food and Drug Administration
will not conduct training in seafood HACCP itself, but is recognizing courses using the
Seafood HACCP Alliance Training Curriculum conducted by qualified organizations as
meeting the training requirement of the Seafood HACCP regulations.

The individuals sponsored for attending a Seafood HACCP Alliance course should be
individuals with broad responsibility for HACCP training (e.g, government, institute, or
association representatives).

2. Support Seafood HACCP Alliance courses at 2-3 venues within the Asian region. There
is such a great need for HACCP training in the region, that recommendation 1 cannot
provide training sufficient to meet the needs of the region in time to meet the requirements
of the FDA Seafood HACCP December, 1997 deadline. It is important to get Seafood
HACCP Alliance courses into the region.

However, the level of HACCP readiness is marginal in all countries. For this reason, the
course should extend its instruction to plant sanitation and good manufacturing practices.
This can be done as a 1 day workshop in front of the Seafood Alliance Course.
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3. Conduct a series of HACCP readiness audits (reviews) of representative seafood
processing plants. The purpose of this exercise is to provide a clear understanding of the
precise level of readiness of processors with respect to implementing HACCP, including
costs associated with upgrading plants and personnel. Plants selected should be
representative of the industry as a whole, excluding those plants that already do have the
potential to become HACCP ready. It may be advisable to conduct the HACCP readiness
audits prior to the in-country Seafood HACCP Alliance course to better relate the course
to the needs of the regional seafood industry.

We also suggest the following.

1.  The HACCP readiness audits be paid for entirely by the regional seafood industry, their
trade association and/or national governments. It is important that an investment be made
by the local industry re: HACCP in recognition that HACCP is a normal cost of doing
business.

2.  That SEAFDEC expertise be incorporated into the workshops. Since Asian fisheries must
meet not only U.S., but also EU and Japanese HACCP requirements, any training done
should include this component in the curriculum. SEAFDEC has this information and can
bring it into the workshop. Additionally, SEAFDEC is very HACCP knowledge generally
and has a strong working relationship with at least some of the countries that could be
involved in this program; their assistance will be particularly valuable.

Since time is of the essence to permit couniries to meet the December, 1997 FDA Seafood
HACCP implementation deadline, we recommend that the above next steps be undertaken in the Fall of
1996. This schedule will provide for at least one year for processors to carry out the necessary activity
to meet the FDA requirements. '
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APPENDIX 1

Issues of Concern for Southeast Asia Workshop
Prepared by Richard Dees
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Issues of Concern
to
India

Durlpg.the March 1996 Workshop in India, I was asked questions by
participants about various issues and I brought up others of
1nterest.to myself. Those issues brought up by the participants
from India industry and government are as follows:

(a * indicates a topic brought up more than once)

*What should a processor be doing now in preparation for
HACCP?

an_FDA assist in obtaining clean containers in which to ship
finished product?

*Where can a copy of the Seafood HACCP Regulation be obtained?

- *Where and when can a copy of the Hazards and Controls Guide be
obtained?

*When can the US industry training acceptable to FDA be made-

available to the industry and government in India?

Will previous HACCP training or training in HACCP be
sufficient to be in compliance with this regulation?

*What types of organizations did FDA have in wmind when they
provided for third parties?

*Obtaining good raw material is a problem, why did FDA not
include harvest vessels?

When will model HACCP plans be available and how can they be
obtained?

How will FDA determine compliance of processors in India?
*How does a country or company get off of automatic detention?

Can examples of likely Hazard Analysis and HACCP Plan forms be
obtained now?

*What are the hazards to watch out for in seafood?
Where can information on sanitation and Part 110 be obtained?
What are examples of Sanitation SOP’s?

What is the U.S. methodology for S. Aureus and 1its
enterotoxin? '
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*The FDA finds salmonella but samples run in India and by
private laboratories often do not find salmonella. What is
causing this?

*What does the Seafood HACCP Regulation do to prevent in-
transit contamination of finished product to market?

What seafood parasites are considered human health hazards?
*What are the internet addresses of FDA, Canada, and Australia?

What is the address for obtaining the Texas A&M Aquaculture
guide?

What are the steps in HACCP plan development?

*How does the Indian government obtain continued interactions
with somecne like me? With FDA directly?

*How does someone obtain a copy of the manual such as I have
prepared?

Can a critical contreol point (hazard that is likely to occur).

be eliminated by process or plant design?
Can there be a fishery product without a hazard?
Is the NLEA in effect and what are its provisions?

Will an ISO certified plant need to perform a hazard analysis
and implement HACCP and sanitation monitoring?

Ntid Ve,

_Richard Dees
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Issues of Concern
: to
Indonesia

During the March 1996 Workshop in Indonesia, I was asked questions
by participants about various topics and I brought up others of

interest to myself. Those issues brought up by the participants
from Indonesian industry and government are as follows:

(a * indicates a topic brought up more than once)

What are the Seafood HACCP Regulation provisions that cover
importers?

*How can a copy of the Regulation and of the Hazards and
Controls Guide be obtained?

What is recommended as a response to employees, who as a
result of religious requirements, cleanse themselves with bare:
fingers and water after a bowel movement?

Am confused over Corrective Actions and whether they need to
be prepared in advance.

*When can the tralnlng acceptable to FDA be provided in
Indonesia?

How does a person in Indonesia obtain the FDA training?

*Will training previously obtained in HACCP satisfy the
requirements of this regulation?

What are the limits allowed by FDA for formalin, listeria and
salmonella in seafood?

Why is there a zero tolerance for salmonella in uncocked
shrimp?

*What are the internet addresses of FDA, Canada and Australia?
How will MOU’s be done and what will the process be?

Will generic BACCP courses satisfy the requlrements of this
regulation?

Will compliance with the HACCP regulation get my company Off
of the automatic detention?

How does a processor in Indonesia get help with a hazard
analysis and HACCP plan?
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*How can a copy of my reference manual be obtained?
Will FDA inspect foreign processors?
*What is an acceptable third party?

*Can I come back again?

Is the NFI conference in May 1996 for governments or
industry?

What port in the US is most lenient?

Why do some ports take longer than others to get product in?
Why do some ports sample more products than others?

How do the HACCP programs of EU/Canada/US compare?

*What will FDA do if product shipped from a plant using a HACCP
plan is found to contain a hazard? -

What is my fee?

Why do I insist it necessary to visit a plant if helping them
prepare a hazard analysis and HACCP plan? Since others do not
and are offering to send a plan from the US for a fee without
the cost of a visit to their tuna cannery why do I need to see
their plant and process and raw materials and procedures?

Is it necessary to send the HACCP plan to the US?

What can be done to improve the condition of delivery vehicles
that carry finished product?

Will following the ASEAN Hygiene handbook guidance satisfy the
sanitation requirements of the regqulation?

e

Richard Dees

i

2
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Issues of Concern
to
Philippines
During the March 1996 Workshop in the Philippines, I was asked
questions by participants about various topics and I brought up
others of interest to myself. Those issues brought up by the

participants from the Philippine industry and government are as
follows:

(a * indicates a topic brought up more than once)

*How can a continuing dialog be set up to facilitate the
implementation of the provisions of this regulation?

How can assistance in providing HACCP training be obtained for
commodities beyond seafood?

*What should processors start doing now?

How does a person obtain detention information from FDA?
How will FDA verify foreign processor HACCP plans?

*When will the course acceptable to FDA be available and how
will it be made available to the Philippine processors and
government?

Why does FDA not plan to pre-approve HACCP plans?

What are the internet addresses of FDA, Canada and Australia?

*What is the relationship between the US, Canada and EU
requirements?

When will model HACCP plans be available and how?
How can Risk Assessment guidance be obtained?
How much will the course acceptable to FDA cost?

Who will MOU’s be with (industry or government) and what is
the procedure?

What is the address of Texas A&M for the aquaculture guide?

*What is the address of the ASEAN Post Harvest Technology
Project?

Can someone from the Philippines come to the US, take the
course acceptable to FDA, then return to the Philippines and
provide the course to others?
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How can processors get help in having harvest vgssels be
better maintained and have their handling procedures improved?

What drugs are allowed for use in aquaculture in the US?
Who will ck on foreign processor HACCP plans?

What are the requirements for smoked fish in the US?

What 1is the relationship of histamine, cadaverine and
putracine to organoleptic analysis?

What are the specifications that importers will send to
processors? '

Will the course acceptable to FDA be given in the Philippines?
Who is considered to be an acceptable third party?

Will fish fillets be sampled by FDA? For what? How?

For Blue Crab Meat being packed in Philippines, what is the

requirement for nutritional labeling?

Wwhy does FDA have a zero level allowed of pathogens in raw
seafood?

What is the methodology for examining seafood for
decomposition?

*How can a list of FDA accredited laboratories be obtained?
How does FDA select what and how much to collect as a sample?

What are the hazards to be reasonably expected in processing
shrimp?

What is the method currently used for canned tuna (drained wt
or pressed wt)?

For histamines, why do US, Canada, and EU have different
standards?

Does heat lower the level of histamine present?

(sl

Richard Dees
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Final Report for Southeast Asia Workshop
Prepared by Jonathan Little
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Surefish

Seafood Quality Speclalists

Pier 91, Box C120 Telephone 206-284-2686
Seattle, Washicgton 98119 Fax 206-284-2667
Delta Western Dock - Dutch Harbor, Alaska  Phone 987-581-4904 Fax 907-581-3459

FAX TRANSMISSION
To: Michael Wehr, TAS
From: Jonathan Little
Date: April 5, 1996
Subject: Final report for SE Asia Workshop
Pages sent: 2

The following is 2 summary report on the U.S. Seafood HACCP Regulatory Workshop as
requested. A ‘team’ of five individuals from the U.S., spent two weeks in Southeast Asia
giving three workshops on the new U.S. Seafood HACCP regulations, importation
requirements and seafood marketing trends in the United States.

My contribution to the workshop was to provide practical information on importing
seafood products into the U.S., and meeting the new HACCP requirements for importers.

India;

Of the three workshops given on this trip, the workshop in India was the only one day
event. This shortened venue necessitated an abbreviated presentation by all the members
of the ‘team’. As a result, I thought the participants were given a lot of good concise
information in a full day of presentations. While many questions were asked, [ thought
there might be more questions asked had time allowed. Unfortunately, there was not
enough time for a formal one-on-one session afterwards. 1 think that the participants
would have benefited from a one-on-one session had there been the time.

While in India we were accompanied by and visited the following people: P. Bhaskaran
Nair with Export Inspection Agency, K.B. Pillai with the Marine Products Export
Development Authority, Felipe Manteiga with U.S.AID. We had the pleasure of visiting a
shrimp farm to the south of Cochin, and a shrimp processor (CAP Seafoods) on Vypeen
Island.

Singapore:

Because of political unrest it was decided to not participate in the planned workshop in

Dhake, Bangladesh As a result we traveled directly to Singapore instead. While in

Singapore, we had the opportunity to visit the Southeast Asian Fisheries Development

Center (ASEAN) Post Harvest Technology Project - Phase IT and meet with the Project

Manager Leonard Limpus and others. We toured their food technology labs and )
observed some of their materials that they are developing. The ASEAN group have ;‘yg@e@ﬁé’h

created some informative materials to help the seafood industry (primarily -5 p?fzé
processors) develop HACCP plans and Good Manufacturing Practices in Southeast %mﬁ‘h\
ASia. 0& C\-' OQS

%
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This workshop was a two day event. We had more time than in India to give our entire
presentation, and allowed for sufficient time for questions afterward. There was an one-
on-one opportunity between attendees and the ‘team’ at the end of the presentations.
Unfortunately I was not able to attend this one-on-one session, so I can not comment to
its success.

There were no outside tours of processing facilities while in Indonesia.

Philippines:

Similar to Indonesia this was a two day venue with plenty of time for our presentations
and discussion afterwards. While there weren’t many questions asked after each
presentation, the one-on-one discussions proved to be very good chance for exchange of
information and ideas between attendees and the ‘team’.

My one-on-one discussions consisted of quickly reviewing two HACCP plans that
participants had brought with them and reviewing the sources (telephone/FAX/internet
addresses) for regulations, Import Alerts/Detentions, and Govt. Printing Office material.
One individual requested information on Laboratory Guidelines on analyzing sesfood
products.



Final Report for Southeast Asia Workshop
Prepared by Howard Johnson
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H. M. JounsoN & ASSOCIATES

Information and Analysis for Decision-Makers

MARKETING P.O. Box 53146
MARKET RESEARCH | BeLLEVUE, WA 98015-3146
New ProbucT DEVELOPMENT (206) 747-2757
Fax (206) 747-2672

April 15, 1996

Elizabeth Turner

Executive Director

SUSTAIN

1400 16th Street NW, Suite 241
Washington, DC 20036

Dear Elizabeth:

Thank you for your letter of April 10 and my apologies for not responding sooner regarding
the HACCP workshops. Upon returning from the Asian trip I had to go to central Mexico
on business.

I am enclosing a copy of the slides I presented as well as a handout that was made available
to all attendees. In addition, I am attaching a copy of the cards I picked up along the way.
I hope this letter will suffice as a "report" in that my presentation did not deal specifically
with HACCP. However, I did feel that the participants in all countries were interested in
my remarks and I fielded a number of marketing-related questions. Since the audience for
the workshops consisted of government representatives and quality control individuals the
subject of seafood marketing may have been outside their area of expertise or interest.

My general view of the countries we visited is that they are not ready for the imposition of
HACCP and most likely many will not be ready by the December 1997 deadline. While the
various government entities we met with were interested in letting us know where they
stood, we learned little of the actual preparedness of industry. The only processing plant
we visited on the entire trip was in India. My sense is that the impetuous for HACCP will
come from concerned U.S. importers wanting to insure continued sources of supply. These
importers will try and identify technical assistance which can get these companies HACCP
certified. I don‘t believe the individual governments will be in a position to provide the
certification....to the satisfaction of FDA.

India

In India we were hosted by the Export Inspection Agency and met also with officials from
the Marine Products Export Development Authority and the Central Institute of Fisheries
Technology. India has no shortage of government agencies involved in fisheries. Still, the
problems facing the Indian seafood industry, particularly shrimp, are many. For openers,
the about-to-be-imposed embargo on shrimp from countries without turtle-exclusion devices
will have a tremendous impact on India. The HACCP team was instructed not to discuss

1
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this subject but many individuals had questions and concerns on this issue. Also, the main
problem for Indian shrimp is that much of the product is initial handled on unsanitary
vessels, then pre-processed in "peeling sheds" which are wide open to contamination.

Indonesia

Participants in Indonesia seemed only moderately concerned about HACCP. This may be
because most of Indonesia’s shrimp currently goes to Japan and the tuna operations in the
country are most likely closer of HACCP certification. Of the 60 attendees in Jakarta 21
indicated their company had some form of HACCP program underway (although only 5
indicated they had personally had some HACCP training).

Some of the HACCP-related problems noted in Indonesia were the problem with
infrastructure (transportation) and conflicts between religious practices and personal hygiene
requirements for food handlers.

Marketing questions which came up following the formal presentation focused on the tuna
market in the United States, the turtle-exclusion issue and the potential for marketing
milkfish in the U.S. (see attached letter).

Philippines
The workshop in Manila was the smallest in attendance and "energy," although the
participants seemed to be more technically oriented. I got the feeling the workshop

attendees were looking for more specifics regarding HACCP and less "chapter and verse"
regarding regulations.

My overall impression is that if companies in Asia are going to become HACCP certified
it will be through "one-on-one" interaction with experts from the U.S. and not through local
government mandates. On the other hand, my own research indicates that more and more
countries are starting to look at internal and regional markets for seafood. In some cases,
these markets may become more viable not only because of perceived difficulty in complying
with U.S. regulations, but also because of developing economies in the region. Also, some
countries, such as the Philippines, are now experiencing seafood "shortfalls." In such cases,
what is needed is more aquaculture training in addition of moving toward sustainable
fisheries rather than exploitative harvest programs.

Again, my apologies for the brevity of this "report.”" I can assure you I thoroughly enjoyed
participating in this program and trust that I was able to convey some useful information to
the participants.

Sincerely,

Howard M. Johnson
H.M. Johnson & Associates

cc: Mike Wehr, TAS, Inc.
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APPENDIX 2

India Itinerary and Workshop Agenda
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Itinerary of local visgits
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ON HACCP

Venue ¢ Grand Ball Room
Hotel Abad Plaza
Cochin - 682 035

INAUGURAL PROGRAMME

Mr. S. Lakshmikanthan

Acting Director (Insp. & Q/C)
Export Inspection Council of India
New Oelhi

Mr. K.Be Pillai, 1AS
Chai rman

Marine Products Export Development Authority
Cochin

(15

2.

3.

4,

Mre Ce Cherian — onSma‘T.
President

Seafood Exparters'! Association of India
Caochin

Dr. K. Gopakumar
0Oi rector

Central Institute of Fisheries Technology
Cochin

Dr. Pai Panandikar
Confederation of Indian Food Trade &
Industry, New Delhi

Mr. Filipe Manteiga
U.S. Agency for International
Development, New Delhi

Or. K.G.» Adiyodi

Vice Chancellor

Cochin University of Science « Trchnology
Cochin

Mr. P. Bhaskaran Nair

Joint Director

Export Inspection Agency=-Cochin
Cochin
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Indonesia Workshop Agenda
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1st day

08.20 - 09.00
09.00 - 09.20

09.20 - 10.20

10.20 -10.40
10.40 -12.10

1210 - 13.00
13.00 - 14.00
14.00 - 15.20

15.30 - 16.00
16.00 - 17.00

2 nd day

09.00 - 10.00

10.00 - 11.00
11.00 - 11.15
.15 - 1245
12.45 -13.45
13.45 -14.45

14.45 - 15.00

___ WORKSHOP AGENDA

Registration

Opening ceremonies

- Key Note : President of Gappindo

- Opening Address : Director General of Fisheries
Overview of HACCP

Speaker : Dr. H. Michael Wehr
Moderator : Dr. Josephine Wiryanti
Break

The New U.S FDA Sea Food HACCP Regulations
Speaker : Dr. Frank MacKeith
Moderator : Dr. Josephine Wiryanti
Lunch

Question and Answer
Food Safety Hazard of Regional Fish Species

Speaker : Mr. Richard Dees
Moderator : Dr. Sunarya
Break.

Question and Answer

Current US Market Information and Trends for Fishery Product
Speaker : Mr. Howard Johnson

Moderator : Burhanudin Lubis, MSe.

Practical laformation on Importing Fishery Product

Speaker : Mr. Jonathan Little
Moderator : Burhanudin Lubis, MSec.
Break

Open Discussion and Wrap-up

Moderator : Burhanudin Lubis, MSe.

Lanch

One on One Discussion Betwaen Attendees and Expert Prasentars
Break and Closing Ceremonies
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Philippines Workshop Agenda
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US-FDA SEAFOOD HACCP

REGUI.ATION§ WORKSHOP

»March28,l996

8:00 am - 9:00am ‘,Re'gi;e;&aﬁon

9:00 am = 9:15 ani Opemng Ceremonies \\ 4
’ Welcome Rem

- Dr. Michael Wff)i
Diréétor-

onal Food Standards o )
. -M ' FranklmM Panahon

9:15 am - 10:00 am -

10:00 am - 10:15 an_}
10:15am- 12:00.nn

12:00 nn - 1:00 pm R A
1:00 pm - 2:30 pm  Continuation of Lecture
2:30 pm- 2:45pm  Open Forum

2:45 pm - 3:00 pm Break '%mmw“‘“*« .
3:00 pm - 5:00 pm Food Safety: Hazards uf
Regional FlSh Specnes

Mr. Richard bees
Division Dzrector
FDA Office of Seafood




>

+

program » » »

5:00 pm - 5:15 pm
5:15 pm- 5:45 pm
5:45 pm - 6:45 pm
6:45 pm - 7:30 pm
7:30 pm - 8:30 pm

8:30 pm - 9:00 pm

8:00 am - 9:00 am
9:00 am - 10:30 am

10:30 am - 10:45 am
10:45 am -11:00 am
11:00 am - 12:00 nn

Afternoon
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Open Forum
Recap
Reception
Dioner
Current U.S. Market Information
and Trends for Fishery Products

Mr. Howard Johnson
Presidenit
H M. Johnson & Associates

Open Forum

"M rchT\Z“)ﬁ 996- WEEEEEEEEE et e caecce e

‘Registration

Practical Information on Importing

Fishery Products
Mr. John Little A
Consultant, H: ‘:‘ \\ \
LAY
Ll

Break < \\ \‘ }
Open Forum \ RRERY
Lunch \ > \\\

. \\\ .
One-on-One Meetings AN N

24
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New HACCP Regulations Planning Session
29 March 1996
Traders Hotel Manila

AGENDA

Rationale / Objective of the Planning Session
Review of US FDA Seafood HACCP Workshop

Brainstorming on Plan of Action for Local Implementation
of the New HACCP Regulations

3.1 Information Needs
3.2 Resource Needs

3.3  Timetable

Others
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APPENDIX 3

Primary Contacts: India
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Gram : SHIPMENTQUALITY PHONE : 361465 PMBX
Telex : 0885-6277 : 353210 DIRECT
Fax 1 091-0484-366375 : 315564 RESIDENCE

U, HRERT 14T
P. BHASKARAN NAIR
JOINT DIRECTOR

EXPORT INSPECTION AGENCY - COCHIN
(MINISTRY OF COMMERCE, GOVT. OF INDIA)
‘MANOHAR'. M.G. ROAD, ERNAKULAM
COCHIN - 682 011

Residence : Sharika, Plot No. 146, Jawahar Nagar
Kadavanthra, Cochin - 682 020 Telephone : 316716

R 91-484-231565
N. ANANDAVALLY

Assistant Director

X prrey)

EXPORT INSPECTION QUALITY
CONTROL LABORATORY

(Gowt. of India, Ministry of Commerce)

'ROSE MARIE '
Cochin - 682 005. Kerala India

R O QR LRI R Y

R K.B. PILLAI
ANy IAS
!‘ CHAIRMAN

THE MARINE PRODUCTS EXPORT DEVELOPMENT AUTHORITY
{(Ministry of Commerce, Government of India)

MPEDA HOUSE Phone : 310828 Res : 319569
PANAMPILLY AVENUE Fax : 91-.484-314467, 313361
COCHIN - 682 036 Telex : 0B85 - 6288/ 6648

INDIA Cable @ iAARIME

R et

Gram: SHIPMENTQUALITY
Telex : EIC/66351

S. LAKSHMIKANTHAN

ACTING DIRECTOR[1&QC]

EXPORT INSPECTION COUNCIL
(MINISTRY OF COMMERCE, GOVT. OF INDIA)
1109, PRAGAT! TOWER,

26, RAJENDRA PLACE,

New Delhi - 110 008

- rpa
bl

Dr. P.U. VERGHESE
DIRECTOR

*,

e k|
#eutle,
K ]

Vagze
.

THE MARINE PRODUCTS EXPORT DEVELOPMENT AUTHORITY
{Ministry of Commerce, Government of India)

JaTics
e

“,

Phone: 310223, 310160
Fax: 91-484- 313361
Telex : 0885 - 6288/6648
Cable : MARINE

MPEDA HOUSE
PANAMPILLY AVENUE
KOCHI- 682 036
INDIA

Res: 37/1160 Kumaranasan Road, Kachi - 682 020 Phone: 310283

H

Telex : 0885-6440 CIFT IN Res. 28/863
Cable : Fish Tech. Cheruparambath Road
Fax 91-(0) 484-668212 ¢’ Kadavanthra
Phone : Off. 666845 Cochin - 682 020
Per. - 6668B0. 667727 Phone* 315456

. oy T

1ICAR

Dr. K. Gopukumar
(2]
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CENTRAL INSTITUTE OF FISHERIES TECHNOLOGY

(Indian Council of Agricultural Research)
WILLINGDON ISLAND MATSYAPURIP QO COCHIN 682 029

BEST AVAILABLE CcoPY

Phone: Off. ;5714783
5730016
Res. : 5718768

PR T
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1/71, VYPEEN ISLAND ZACKERIA USMAN
AZHEEKAL P.O. C A PA . PARTNER
-y
3

COCHIN - 682 510, INDIA
TEL :91-484-492495
291-484-493485 (Direct) r
: £4

FAX :91-484-493495

¢ 2 ;

A Division of ABAD FISHERIES

FISHERIES

Office : Abad Building,
P.B. No. 313, Cochin - 682 002. India.
SHAKEEL M. L Phone : 227178, 227179, 222350, (R) 226967
Chief Executive Telex : 0885-7022 ABAD IN

Fax : (91) 0484-222333

,,,,, g

!

{

?

AMALGAM ENTERPRISES

¥

K.P. NAIR

EXECUTIVE DIRECTOR }

;

]

i

INNOVATIVE MARINE FOODS LTD. i
N Revinin il i
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1)
FELIPE P. MANTEIGA PRERNA TANDON
Office of Energy, Environment & Enterprise h=t .
U.S. Agency forintemational Development Agribusiness Program Chief
Office of Environment, Energy & Enterprise
U. S. Agency for International Development
B8-28. Institutional Area Tel. : 686 -5301 Extn. 2127
T Tel : 6865301 Y 2054 Near Qutab Hotei Fax @ 91-11-6868594
(&z‘(‘;‘:tg’::d‘ Area Fax - 91-11-6868594 Tara Crescent Lane 91-11.6886012
i - . New Dethi-110016
elhi-110016 EM : fmanteiga @usaid.gov INTERNET : ptandon @ usaid.gov

BEST AVAILABLE COF Y 'T
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Primary Contacts: Indonesia

at



3-7

CABUNGAN PENGUSAHA PERIKANAN INDONESIA
(GAPPINDQO)
INDONESIAN FISHERIES FEDERATION

Ir. Bambang Suboko
Vice Executive Director

DPP GAPPINDO
Wisma Kodel Lt. 9, JI. H.R. Rasuna Said Kav. 8-4
Jakarta 12920
Telp./Fax : (62-21) 5222344

DIRECTORATE GENERAL OF FISHERIES

Ji. Harsono RM No. 3, Ragunan - Jakarta 12550

Phone : {62-21) 780 4116, 780 6131 Ext. 3622
(62-21) 789 1479 (Direct)

Fax : (62-21) 789 1479

Dr. Josephine Wiryanti
Head, Sub Directorate of Fish
Inspection and Quality Control

Residence :
Ji. Cempaka Putih Tengah {I¥8C, Komplek Maritim
Jakana 10510, Phone : {62-21) 424 3738

Agribusiness Development Project

Joe L. Welsh Mampang Plaza, Suite 306
: JI. Mampang Prapatan Raya No. 100
h
Chief cﬁa{l}ﬂy Jakarta 12760, Indonesia

PO Box 1237 / JKS, Jakarta 12012
Terny theemAno
GGt s Phone © (62-21) 796-4972
Ad 1S o 798-4973 !
Fax :(62-21)798-4971 |
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Primary Contacts: Philippines
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Primary Contacts:

Salvador Salacup

General Manager

Foundation for Resource Linkage and Development,
Augustine 1 Building

5th Floor, Emerald Ave.

Ortagas Ctr , Pasig City

Metro Manila

Philippines
Phone: 63-2-631-1618
Fax: 63-2-633-4627

Dr. Alicia Lustre

Chief. Food Development Center
National Food Authority

FTI Complex

Taguy, Metro Manila

Philippines
Phone: 63-2-818-3375
Fax: 63-2-817-5262

Inc.

{0



US—~FDA SBAROOD HACCP REGULATIONS WORKSHOP
March 28—29, 1996
Traders Hotel Maniixa

' DIRECTORY OF PARTICIPANTS ]

NAME COMPANY ADDRESS TELEPHONE NO. BAX NO.
ABELLA, FLORF. BUREAU OF FISHERIES & AQUATIC RESOURCES 860 Arcadia Bldg., Quezon Ave., Quazon City 97 ~-76-17/96—77—-50 96-77~90
AGUDO, FE P. MIDA TRADE VENTURES INTERNATIONAL, INC., 2219 Singalong §t., Malate, Metro Manila S00—006 to (07 521-87-67
BALTAZAR, CONSUELO C. BUREAU OF FISHERIES & AQUATIC RESOURCES 860 Arcadia Bldg., Quszon Ave., Quezon City 97—-76-17/96—77—90 96—77—-90
BALUNO, DEDE VIR ALTEZA MARINE INTERNATIONAL INC. Mt. View Subd., Mandalagan, Bacolod City 2-57-67 2-15-25
BARILE,LISAE. NATIONAL AGRICULTURAL & FISHERY COUNCIL Elliptical Road, Diliman, Quezon City 920—-17-B8/026—~22—46 920-39-95
CENTENO, MELQUIADES A_ SAN MIGUEL CORP. AQUACULTURE BUSINESS UNIT Ana Mercedss Bldg., Galo St., Bacolod City, N.O. (034 M35—-25-81/435-25-81 | (0344350757
CHIU, EVELYN G. PHILIPPINE KEINGFORD INC. 181 Roxas Blvd., Baclaran, Parnfiaque, M. Mla. B31—-02—86 831-41-97
DAGDAGAN, ANTONIO S PHILIPPINE FISHERIES DAET'S AUTHORITY Yoilo Fishing Ront Complax, Tanga, Hoile City 335-01-5 335-01-5

DESCALZO, NOEL C.

DOLE SEAFOOD

Calumpang, Gen. Santes City

810—26—-0! fo 10 loc. 3325

(632) 21 -27-11

1. DEYSOLONG, EDGAR

PHILIPPINE FISHERIES DEVELOPMENT AUTHORITY

Zamboeanga Fishing Fort Complez, Zambeanga City

(062)993 —12—12

(062)893 ~12~12

-FERNANDEZ, DAISY PFCAMRD Los Batioz, Lapuna (094150014 ~20 loc. 277 (0973) 782886
. FERNANDEZ, ROSELYN SOUTHEAST ASIAN FISHERIES DEVELOPMENT CENTER | Tigbauan, Iioilo A5-10-09 335-10-08
. BONG, JOSIE FITRITE INCORPORATED 148 Gen, Evangelista Ext., Caloocan City, M. Mla. [361—44 —~72/34 ~50~61 361—-44-72
. LABTIC, JEMON J. RFM TUNA CORPORATION General Santos City S52—-80-02/552—80~(R 631-81-01 loc, 73—75
.. LAXAMANA, CECILIA S. SAN MIGUEL CORPORATION Ana Mercedes Bldg, Galo St,, Bacolod City. N.O. | (034)435—25-81/43 52581 | (034 ¥435-0757
-LAZARO, REGINA SANCANCO CANNING San Diego Street, Barrio Kanumay, Metro Manila | 292—85-21 (25) 292-85-12
- LUCAS, JESUS R. JR. RUFINA PATIS FACTORY 290 C. Areliano Si., Malaben, Metre Manila 381—62-30to 32 281~56-36
. MACION, ROSEMARIE B. SGS PHIL. TESTING AND CONTROL SERVICES, INC, Don Tim Bldp, 5458 B17—-62-~31 to 35 818~29-71
Southsuperhighway, Makati City 817-62~31 loc. 169
- STREBTER, MARY ANN MARIN|] RFM CORPORATION Fionegar Corner Sheridan Sts., Mandaluyong City 631-81~01 631-50—89
. SU, ROQUE RICHARD $Z FOOD PROCESSORS Tungkil, Lipata. Mingnilla, Cebu 272-26-76 28 - -8
. TIONGSON, ROSARIO T. HWANAM PHILIPPINES, INC., 3108 C Fhil, Stock Exchanga Center 633 - 51-28 633-50-37

Exchange Rd., Ortigas Ctr., Pasip City

_TAMESIS, REMIE 1.

RFM TUNA CORPORATION

General Santcs City

552—-80-02/552 -85~ 50

631-B1—01 loc. 3-75

- TTU, ROBERT O. SEATRADE DEVELOPMENT CORP. Rnm. 209 South Star Plaza, Southsuperhighway 893 -45-63/893 -39~ (2 ~893—59~02
Bangkal, Makati City

VARGAS, ALFREDO P. SEACHAMP INTERNATIONAL EXPORT CORPORATION San Rogque, Zomboanea City 991 -63-16 991-63-36

VITO, FE R. FOOD DEVELOPMENT CENTER, NATIONAL FOOD FTI Complex, Taguig, Metro Manila 818—-33-75 817--62

AUTHORITY

i

I-¢
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(Of “¥ FOUNDATION FOR RESOURCE
LINKAGE & DEVELOPMENT, INC.

Antonio V. Roces
Vice President, Extemnal Affairs

5th Floor, Agustin | Building, Emerald Avenue, Ortigas Center
Pasig, Metro Manila, Philippines
Tel. Nos.: (632) 631-1619 @ 631-7882 @ 533-4601 @ 633-4627
Fax No.: (632) 633-4627
Easy Call: (632) 869-1111 Pager No. 242381

PHILIPPINE CHAMBER OF COMMERCE
AND INDUSTRY

VICENTE H. LM, JR.
Director, Agricultural

. Office Tel.: 894-03-88
G/F, Secretariat Bldg., East Wing E.C. 141 - 21732

PICC, CCP Complex PCCl Tel.: 833-85-91 /92
Roxas Blvd., Pasay City FAX: 833-88-95 7 831-03-40

CARMINA J. PARCE, MsSec.
Food and Drug Regulation Officer

BUREAU OF FOOD AND DRUGS
DEPARTMENT OF HEALTH

DOH Compound, Alabang 1770 al (63-2) 8424625, 8070721
Muntinlupa City, PHILIPPINES Fex (63-2) 8070751, 8070725

{1
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Primary Contacts: Singapore

§D
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ASEAN-CANADA FISHERIES
POST-HARVEST TECHNOLOGY
PROJECT - PHASE 1l
TAN SEN MIN

l * I PROJECT DIRECTOR

ASEAN Executing Agency
Changi Fisheries Complex
/'\ \ 300 Nicoll Drive

Singapore 498989
@C Tel :65-5429310

Fax :65-5431676
e-mail : tsm@pacitic.net.sg

~e e ey
fld

Marine Fisheries Research Department
/\ Southeast Asian Fisheries Development Center ’
%@fﬁ&ﬁﬁi%&?u
HF X AEHEN

+E 0 £ B % Bp
DR. SHIRO KONAGAYA

DEPUTY CHIEF
CHANG! FISHERIES COMPLEX TEL: 5428455, 5428456, 5428457
300 NICOLL DRIVE FAX: 5451483
SINGAPORE 498989 DIRECT LINE: 5429310

[ SR

ASEAN-CANADA FISHERIES
POST-HARVEST TECHNOLOGY
PROJECT - PHASE li

LEONARD G. LIMPUS
PROGRAM MANAGER

ASEAN Executing Agency
Changi Fisheries Complex

300 Nicoll Drive

Singapore 498989

Tel :65-5431613

Fax :65-5431676

e-mail : Iglimpus @pacific.net.sg
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APPENDIX 4

Minutes of the Meeting for the
USFDA HACCP Seafood Regulations Planning Session
29 March 1996, Manila

v



4-3

BEST AVAILABLE COPY
PRLD Form Na.

FOUNDATION FOR RESOURCE { INKAGE & DEVELOPMENT, INC.
Sth Floor Agustin ! Bldg., Emerald s ve., Ortigas Ceater, Pasiy, MM

FACSIMILE TFANSMITTAL

DATE Oprat &, ML NO. OF PAGES INCLUDING THIS PAGE 7
TO IR MICHREL LOEHE

COMPANY  TAS

ADDRESS wasymerom 2., US4

FaxNo. (M) 202 -237 - Ayl TELNO. , ~
FROM P SALVafDE SALACLUS .
COMPANY _faLp _

ADDRESS  PAdiC e~y P, _ J__=

FAXNC. (7763) 2-L33-dga¥ ~ TEL NO.
REFEFP.ENCE PART 1’[.."(,5.{ wn-i:{}r

AR A R

| 8h Floor, Aguatin | Buiding

i o
LD FOUNDATION FOR RESOURCE To ez 15
LINKAGE AND DEVELOPMENT, INC. Fax Nos (822} 635-4627

08 April 1996 .

H. MICHAEL WEHR, Ph.D.
Director

International Food Standards
Technical Assessment Systems, Inc.
The Flour Mill

1000 Potomac St., N.W.
Washington, B.C. 20007

Dear Dr. Wehr

Thank you for your letter dated 05 April. In behelf of the Foundation, [ would like to

extend our appreciation to your group for the experience and expertise you have shared
with the participants.

Meanwhile, as agreed durmg the phmnmg $es8510n, wWe are forwarding herewith a conv nf
the minttes nftha moatins Fae oo
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We trust that this will only be the start of a fruitful business relationship with you. We
look forward to working with you again in the future.

Thank you very much.

Very truly yours, ‘
fhndo h. Pl -
ALYADOR S.M. SA L:é‘;ig/
General Manager
Projects:
R e MARID  MARIPROM

USFDA HACCP SEAFOOD REGULATIONS
PLANNING SESSION

Minutes of the Meeting
Traders Hotel Manila
29 March 1996

ATTENDANCE :

l. Ms. Carmina Parce Bureau of Food and Drug

2 Dr. Alicia Lustre Food Development Corporation

3. Mr. Viceate Lim Jr. Phil. Chamber of Food Manufacturers

4. Mr. Salvador Salacup Foundation for Resource Linkage & Devt.
5. Dr. Michael Wehr Technical Assessment Systems

6. Dr. Franklin MacKeith US Food and Drug Administration

7. Mr. Jonathan Little Surefish

8. Mr. Antonio Roces Foundation for Resource Linkage & Devt.
9. Mr. Howard Johnson H.M. Jehrson and Associates
10. Mr. Richard Dees SEA
11 Ms. Gerrait Aquino Foundation for Resource Linkage & Devt.
12. Ms Mvra Maral Fravmdatinn fmne Doaco o 7000 e
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MINUTES
I. Call to Order

The meeting was called to order by Mr. Vicente Lim, presiding officer,
at 7:00 PM.

1L Approval of the Agenda

The agenda was presented and duly approved. The agenda was as follows:

1. Rationale/Objective of the Planning Session

2, Review of US FDA Seafood HACCP Workshop

3. Brainstorming on Plan of Action for Local Implementation of the
New HACCP Regulations

3.1 Information Needs
3.2 Resource Needs
3.3 Timetable

4, Other Matters

HOI. Matters for Discussion

As a start, Mr. Lim asked Dr, Wehr to give his evaluation of the workshop.
According to Dr. Wehr, the workshop was a success in terms of attaining its objective of
imparting to the local participants the need for 8 HACCP plan. He also commended the
interest and enthusiasm of the participants during the one-on-one discussion. Lastly, he
appreciated the preparation and organization done for the workshop.

Mr. Lim questioned the body as to whether the group would like to have the

private sector or & government regulatory body as lead party in the local implementation
of the HACCP program.

Dr. Wehr mentioned that in order to answer the above, the group should realize
that, presently, there are limited local resources available and that the implementation
would require budgets. Hence, he suggested that there might be a need for co-sharing
between the FDA and the Philippine government.

He also brought up the possible need to bring to Manila the Seafood Alliance
Course or a Trainor’s Training which could be done in conjunction with SEAFDEC.

Dr. MacKeith, on the other hand, suggested that, as an alternative, the Philippines
could also send trainees to the US to be trained on the above courses.

>
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. oo e .Lxtended Dage
1n the workshop.

medium processors were not represented

Mr. Dees is of the opini i
puwion that the industry alo i i
processors/exporters should understand the need for?; tation, I s either the mear s
the government who should “push”

should provide technical assistance and establish it standard.

Dr. Wehr added that if a local
‘ processor/exporter would like to ent 1
market, particularly the US, then he should be HACCP-ready. Thus, he s?g;s:t};: fﬁ;?gg

assessment might be necessary to . A
HACCP program, Ty to evaluate the readiness of the industry to adopt the

Ms. Parce volunteered the information that the big companies, like San Miguel

have already started with their own H
ACCP plan. H i . .
both the government and the industry should%e trainzg.’ever’ forit to be practiced widely,

Mr. Lim pointed out that, at present SMEs put their resources on product
development, rather than on good GMP (Good Manufacturing Practice).

Dr. Lustre referred to a previous situation wherein the “shotgun” did not come
from the government, but from the market (buyers). Another form of “shotgun” is forced
implementation which would come from the government.

Thus, she stressed that there are two tasks ahead of the industry: 1) to get the
“shotgun” felt by the industry, and 2) to get the training needed.

Mr. Dees mentioned that one of the questions also raised during the one-on-one
consultation is how to get good raw materiels.

Mpr. Little opined that in order to have good raw materials, quality control should
start from the source.

However, Dr. Wehr also mentioned that quality control should also be supported
by infrastructures (roads, etc.). Hence, support from ADB and WB might be needed
along these areas.

Going back to the issue on “shotgun”, Mr. Roces re-affirmed that the best
“shotgun” is the market. He further cited a situation in tuna before wherein producers
were forced to put their acts together when the importers enforced the ruling on histamine
content. He believes that this is something that will happen again; this time, the “shotgun”
1s the December 18, 1997 target of FDA to enforce the new HACCP regulations. He also

rantinnad that mnea cteatam that ran he odanted o che nca Af camnarahle crenaring g
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the prOﬁt and loss effect on a company whose IMPOIS WEre diucpicy, am vae « | abatl )

whose imports were detained).

Mr. Lim agreed that the big companies can influence the small-medium ones, as
well as, supply.

At this point, Mr. Roces posed the question as to which agency or unit of
government should take the lead.

Dr. Wehr agreed that this matter should be settled, and in particulalr, the lf“(:)l‘l;)\_’wng:
1) getsa cc;nsensus on what actions to take, and 2) who makes the proposal to whom.

In addition, the repository of all these information should l;ebldcr:ngelg; :;:;:?gg
to Mr. Lim and he suggested the Food Developme'nt Center. }]{)e Ae aFO:h:r hat the FDC
has done it in the past and has an existing MOU with the US‘ F ) .b ‘l/lw ther, F o o
accessible to the private sector. This arrangement, as mentioned by Mr. \

the endorsement of the Food Chamber.

In support of the above, Dr. Webr mentioned that he, on their end, can work out
something along the lines of an aid,

In this, Mr. Lim volunteered that both FRLD and PCFMI could serve as links to
the private sector.

- At this point, Dr. Wekr brought up again the Seafood Alliance Course. Hig idea is
forit to be a 3 to 4 day course with lectures and workshop. He also suggested that it
might be a good idea for the government to select key individuals, both from private
companies and government agencies, to form a core 8roup to be trained as trainors,

Further, Mr. Dees noted that each company has a different need and within the

company, there are different levels of HACCP needs. Henceforth, the course should
address these needs.

Mr. Johnson gave his analysis of the situation from a marketing point of view. For
him, it is a “push-pull” scenario. The “push” is the “shotgun™ coming from the
government side, while the “pull” is the ane coming from the importers side, ie. importers
inquiring on the HACCP-readiness of the exporters.

Dr. Lustre inquired if an audit on HACCP-ready companies is conducted, is it
possible 1o issue certificates {similar to ISO).

As a follow-up, Mr. Dees inquired whether a third parnty accreditation would help
the importers.

To which, Dr. Wehr answered that there should be a cenified. credible and

tnAomondare slicd i et

5’3



4-8

Mr. Lim also broached the idea of involving the academe in future plans and
strategies. '

As a recap, the group agreed on the following:

1. FRLD to send minutes of the meeting to Dr. Wehr by 1st week of April
Dr. Wehr to inform FRLD to whom to address the proposal for strategies
and action plans

3. FRLD and FDC to come up with strategic plans to gain backing for funds

The meeting was adjourned by Mr. Lim resalving that a meeting with FDC be set
in the 3rd week of April.
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APPENDIX 5§

Selected Presentation Materials: H. Michael Wehr



U.S. Seafood HACCP
Regulatory Workshop

Asia Regional Agribusiness Project
U.S. Agency for International
Development

In Cooperation With:
e U.S. Food and Drug Administration
o SUSTAIN (Sharing United States Technology to AID in the Improvement of Nutrition)
e USDA FAS International Cooperation and Development
e Development Alternatives, Inc.
“ o TAS, Inc. [AS

£-q



1 %)

Hazard Analysis
and Critical Control Point (HACCP) (1)

e Systematic approach used in food production to
ensure food safety

e Involves a systematic study of the ingredients, the
food product, the conditions of processing, handling,
storage, packaging, distribution and consumer use
to see:

- where the potential hazards are that could lead
fo an unsafe product;

[AS

-V_



Hazard Analysis

and Critical Contol Pint (HACCP) (2)

e (Continued)

- where the points are that must be controlled to prevent a
problem;

- what the limits are for these points;

- what is the monitoring, documentation and
follow-up that must be done to keep the system working
properly.

[AS

§-§



HACCP Principles (1)

e Conduct a hazard analysis

e Identify the critical control points (CCPs)
in the process |

e Establish critical limits for preventative measures for
each CCP

e Establish CCP monitoring requirements and
procedures for using the results of monitoring to
adjust process and maintain control

IAS

9-S



HACCP Principles (2)

e Establish corrective action to be taken when

monitoring indicates that there is a deviation from a
critical limit

e Establish recordkeeping procedures to document the
HACCP system

e Establish procedures for verification that HACCP is
working correctly

[AS

L-S



HACCP

Prerequisite Program Elements (1)

e Premises - outside property, buildings, sanitary
facilities, water quality |

¢ Receiving and storage - raw materials, ingredients,
packaging materials

e Equipment performance - design, installation,
maintenance

8-S
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HACCP

Prerequisite Program Elements (2)

¢ Personnel training
e Sanitation and pest control
e Health and safety recall

e Vendor, contract packer, manufacturer specifications

e Food safety associated with good manufacturing
practices

[AS

6-S
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HACCP Process

Assemble HACCP Team

\

Describe the Food and Its Distribution

\

|dentify the Intended Use and Consumers
of the Food

\

Develop a Flow Diagram

\

Verify the Flow Diagram on Site

\
Conduct a Hazard Analysis

\
Determine the CCPs, Critical Limits
Monitoring Programs, Corrective Action,

Recordkeeping Procedures

Y

Implement

\

Audit and Verify

tAS



HACCP Ste 1: Assemble HACCP Team

¢ Representatives from:
- Production

- Sanitation
- Quality Assurance

-~ Engineering

e HACCP expert

IAS

TT-S
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HACCP Step 2: Describe Product

o Name
e Ingredients
e End-product characteristics (pH, water activity)

¢ How it will be used (ready-to-eat, cooked)
e Type of packaging

e Shelf life

e Where it will be sold

o Labeling

o Shipping, distribution controls RS

¢T-S
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HACCP Step 3: Identify Intended Use

e Normal consumption

e Consumed by sensitive groups
(infants, elderly, immunologically compromised)

IAS

¢T1-9
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HACCP Step 4: Create Flow Diagram

e Ingredient, packaging material flow
¢ Product flow
o Employee movement/traffic flow

[AS

¥1-S



- HACCP Step 5:
—_—_— o

Verify Flow Diagram on Site

[AS

ST-§
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HACCP Step 6:°
List Hazards Associated With Each Step

| (Principle No. 1)
M
e Hazards are biological, chemical, physical properties
that may cause a product to be unsafe for consumption

e Process:
_ Review each incoming material/ingredient

_ Review each and every step of the processing, storage
and distribution

- Observe actual practices

- Take measurements

[A$

91-9



HACCP Step 6:
Llst Hazards Associated With Each Step
(PrlnCIpIe No 1)

e (Continued)

- Ask questions

» Could pathogenic microorganisms, toxins, chemicals or
physical objects be present?

* Are returned/reworked products used as ingredients?
It yes, is there a hazard associated with that practice?

» Are preservatives or additives used to kill microorganisms or
inhibit their growth?

[AS

LT-9



HACCP Step 7:

Determine the Critical Control Points
Through a Decision-tree Process
(Principle 2)

81-9



Q1

Q2

Q3

Q4

5-19

Decision Tree

Could control measure(s) (CM) be used by the operator
to control the identified hazard?
l l
CM(s) exists No CM exists
I

Not a CCP, identify how this hazard will
be controlled before or after the process
and proceed to next identified hazard

Is it likely that contamination with the identified hazard
could occur in excess of the acceptable level or could
increase to an unacceptable level?

I I
YES NO

Not a CCP, proceed to next identified
hazard

Is this process step specifically designed to eliminate or
reduce the likely occurrence of this identified hazard to
an acceptable level?

I |
NO YES = CCP
|

Will a subsequent step eliminate the identified hazard or
reduce likely occurrence to an acceptable level?

| I
YES NO = CCP
\

Not a CCP, proceed to next identified hazard  {A$



HACCP Step 8:
Establish the Critical Limits
| (Principle No. )

o Establish limits for each CCP

o Limits may be governmental requirements or
internal specifications

0Z-S



HACCP Step 9:
Establish Monitoring Procedures

e Planned sequence of observations or Mmeasurements to
assess whether a CCP is under control and within

established critical limits.

e Monitoring procedures should be rapid; preferably
In-line;
- Temperatures
- Time
- pH
- Moisture

(Principle No. 4)

- Metal detection TAS

TZ-S
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HACCP Step 10:
Establish Corrective Action Procedures

e Deviation is a failure to meet specified critical limits

o Written procedures must be in place specifying the
corrective action that will be taken when a critical limit

is exceeded

e Immediate action taken by the operator, according to
written plan, when critical limit is exceeded during

processing

(Principle No. 5)

[AS
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HACCP Step 11:
Establish Verification Procedures
(Principle No. 6)

e Procedures used to verity HACCP plan are correct
and functioning properly

e Involves:

- Actual observation of defined procedures
- Product sampling/T: esting

- Internal or external audits

* External audit may include compliance audits by
regulatory authorities

- Periodic review of entire HACCP plan by HACCP team

[AS

£Z-9
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HACCP Step 12:
Establish Recordkeeping Documentation
(Principle No. 7)

HACCP records include:

e HACCP plan itself

blant records done at each CCP to ensure that

o
HACCP plan is followed and critical limits are met

e Records of corrective actions

¥Z-9
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Recommendations of

FAO Technical Meting on HACCP (1)

o The use of HACCP serves to improve food safety control and
should be applied on that basis.

o ... food safety policies by governments and international

agencies should use risk analysis as the basis for establishing
food safety priorities.

o Governments should provide leadership in implementing HACCP,
provide an infrastructure for its uniform application by industry (to)
include appropriate regulations and verifications of compliance,

research, training, industry guidelines . . . and the assessment of
pilot programs.

IA$
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Recommendations of

FAO Technical Meeting on HACCP (2)
e

e ... Governments should accept the challenge of eliminating any
constraints associated with the implementation of HACCP in all
segments and sectors of the food chain, particularly, statutory and
regulatory requirements, administrative procedures, and other .
requirements which negatively impact on HACCP implementation.  °

o The ability of an industry segment . . . to support or implement
HACCP must be considered in terms of . . . prerequisite
programs. If . . . prerequisite programs are inadequate, they must

be addressed first.

IA$



Recommendations of

o While recognizing that HACCP is applicable to all segments . . .
of the food chain, governments should accept that HACCP
implementation should be guided by scientific evidence of
unacceptable public health risk. |

o Inthe post-Uruguay round of GATT, Codex should recognize the
importance of its role in harmonizing and establishing food
standards, guidelines and recommendations, particularly, as they
relate to safety of food in international trade.

[A$

FAO Technical Meeting on HACCP (3)

LZ-S
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U. S. Food and Drug Administration
Press Handout: December 5, 1995

THE PROVISIONS OF THE REGULATION
THE SEAFOOD HACCP REGULATIONS

1. Coverage
a. All “processors”

@ All seafood-related entities in our establishment inventory. All foreign processors that export to U.S.

@ Exempt:
o Fishing vessels
o Common carriers
0 Retail

b. All importers

2. Hazard Analysis (HACCP PRINCIPLE #1)

a. Every "processor” must conduct a hazard analysis to determine whether they have likely food safety hazards
that they must control.

@ If no: they do not need a HACCP Plan for the time being (assuming they're right). They must
reassess, however, whenever a significant change occurs.

o If yes: they must have and implement a HACCP plan.

3. The HACCP plan

a. Where hazard analysis reveals need, every "processor” must have a written HACCP plan that's specific to
location and kind of product.

b. HACCP plan must ID:
i. Food safety hazards that are reasonably likely to occur.

o These include anything that causes a food to be unsafe under the act, e.g., toxins, micro,
chemicals, pesticides, drug residues, physical hazards, decomposition.

ii. Critical control points to control hazards that can occur both inside & outside the processing plant.
(HACCP PRINCIPLE #2)

ili. Critical limits (i.e., safe operating parameters) for the ccp's. (HACCP PRINCIPLE #3)
iv. Monitoring procedures. (HACCP PRINCIPLE #4)
v. Corrective action plans, if any. (HACCP PRINCIPLE #5) %b

vi Verification nrocedures ins (HACCP PRINCIPLE #6)
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Two purposes:
@ Ensure HACCP plan is up to date, at least annually.
0 Ensure ongoing implementation is OK.

vii. Recordkeeping system to documnent monitoring, corrective actions, certain verification procedures.
(HACCP PRINCIPLE #7)

C. Signing/dating: Plan must be signed/dated by a senior firm official. This must occur initially, upon
modification, and at least annually.

4. Corrective Actions
Processors may either...

a. Follow corrective action plans they have developed in advance,

or

b. Do the following:

e Segregate & hold product while determining acceptability of product for distribution. (Must use
person with adequate training or experience.)

@ Take necessary corrective action;

[ Chcckdlcplantosecifitnwdstobcmodiﬁcd;modifyasncocssary.(Mustuscuainedindividual.)

5. Verification

a. Verifying the HACCP plan: Processors must reassess adequacy of their HACCP plan at least annually or
whenever a significant change occurs.

b. Verifying ongoing activities:

i. Processors must follow written verification procedures that are in their HACCP plans for reviewing
consumer complains, calibrating their monitoring devices, engaging in any end-product testing.

ii. Processors must review monitoring & corrective action records within one week of the creation of
the records, and must review calibration & end-product testing records within a reasonable time.

iii. Processors must check whether their consumer complaints that allege safety problems reveal any
problems with their HACCP systems that must be fixed.

6. Records

a. Monitoring and similar records must state the name & location of the processor, date & date,
signature/initials of person making the record.

b. Records retention: processors must store records for 1 to 2 years, depending on type of record and type of
product (i.c., shelf-life).

c. Plans, HACCP records, & sanitation records, must be available to FDA inspectors for review and copying.
Consumer complaints are not available, but the consumer complaint SOP is available.

¢\
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d. All plans & records in possession of FDA are deemed to be not available for public disclosure per FOIA
regulations. Exceptions: 1) previously disclosed or abandoned materials; 2) discretionary disclosure in
accordance with FDA's FOIA regulations.

7. Training

a. For each processor, certain enumerated HACCP functions must be performed by an individual who has
been trained in HACCP through course materials or who through job experience that has provided knowledge
equivalent to a course. The course must be at least equivalent to a standard curriculum recognized as adequate

by FDA.
b. The enumerated functions are:

® Developing the HACCP plan or adopting a geaeric-type HACCP plan to fit the specific needs of a
processor.

® Reassessing/modifying the HACCP plan as a result of verification activities and any corrective actions
that occur.

® Reviewing HACCP records for adequacy.

c. Processors have a choice: they may cither obtain training for one or more of their own employees, or they
may hire trained independent contractors to perform these functions.

8. Sanitation

a. Monitoring/Recordkeeping. Processors must monitor and keep records in 8 enumerated areas of sanitation.
Processors may establish their own monitoring frequencies. This monitoring and recordkeeping may be part of
the processor's HACCP system or in a parallel system outside the HACCP plan. FDA has access to these

records, The regulations recommend that processors have a sanitation SOP for the 8 enumerated areas, but it is
notrequired. .

9. Special Requirements for Imports

a. Importers must verify that their overseas suppliers follow HACCP. There are two ways to verify:

i. Obtain product from a country with which the U.S. has a HACCP-based agreement re the
equivalency of inspection programs.

ii. Implement verification procedures:
0 product specifications for safety.

© affirmative steps to ensure that HACCP was actually practiced. Any of the following:
@ going overseas and checking;
0 obtaining processor's HACCP records;
3 obtaining processor's HACCP plan & a guarantee that it is being followed;
0 end-product testing & guarantee that plan is being followed

10. Special Requirement for Molluscan Shellfish
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a. Controlling the origin of molluscan shelifish G.c., :propcrly classified waters) is most important preventi
control for most hazards. Thus, the HACCP plans of processors of molluscan shellfish must include how :-:B
control is being performed, including how processor are only obtaining shellfish:

o From waters approved by a "shellfish control authority."

@ From harvesters who are in compliance with local licensure requirements.

o If properly “"tagged."

11. Special Requirement for Smoked Fish

a. Botulism is a significant likely hazard for this type of product if not sufficiently controlled. Thus, the
HACCP plans of processors of smoked fish must include how they are controlling this hazard to ensure zero
toxin production in the product for a time slightly beyond the shelf life of the product.

12. Time Frame for Implementation

a. The industry has two years to obtain training, write HACCP plans, install HACCP systems, engage in
sanitation monitoring, etc. FDA is preparing to conduct voluntary, "dry run” HACCP inspections during this
two year period. Full, mandatory implementation must occur by the end of this period.

Go BACK to the CFSAN/FDA food and consumer information page
Hypertext by dms 12/6/95

TN
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List of Subjects
21 CFR Part 123

Fish, Fishery products, Imports,
Reporting and recordkeeping
requirements, Seafood.

21 CFR Part 1240

Communicable diseases, Public
health, Travel restrictions, Water
supply. )

Therefore, under the Federal Food.
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, title 21 CFR chapter
1 is amended as follows:

1. New part 123 is added to read as
follows:

PART 123—FISH AND FISHERY
PRODUCTS

Subpart A—General Provisions

Sec.
123.3 Definitions.

123.5 Current good manufacturing practice.
123.6 Hazard Analysis and Hazard Analysis
Critical Control Point {HACCY) plan.

123 7 Corrective aclions
1238 Verification

123.9 Records.
123.10 Truining.
123.11 Sanitation control procadures.

123.12 Specisal requirements for imported
products. :

Subpart B—Smokad and Smoke-Flavored
Fishecy Products
123.15 General.
123.16 Process controls.

Subpart C—Raw Molluscan Sheilfish

123.20 General.
123.28 Source controls.

Authority: Secs. 201, 402, 403, 406, 409,
701, 704, 721, 801, 903 of the Federal Food,
Drug, and Cosmetic Act {21 U.S.C. 321, 342,
343, 346, 348, 371, 374, 379, 361, 393); secs.
301, 307, 361 of the Public Health Service
Act (42 U.S.C 241, 242], 264).

Subpart A—General Provislons

§123.3 Definitions.

. The definitions and interpretations of
terms in section 201 of the Federal
Food, Drug, and Cosmetic Act (the act)
and in past 110 of this chapter are
applicable to such terms when used in
this part, except where they are herein
redefined. The following definitions
shall also apply:

{a) Certification number means a
unique combination of letters and
numbers assigned by a shellfish control
authority to a molluscan shellfish

roCessor.

(b} Critical control point means a
point, step, or procedure in a food
process at which control can be applied,
and a food safety hazard can as a result
be prevented, eliminated, or reduced to
acceptable levels.

{c) Critical limit means the maximum
or minimum value to which a physical,
biological, or chemical parameter must
be controlled at a critical control point
to prevent, eliminate, or reduce to an
acceptable level the occurrence of tha
identified food safety hazard.

{d) Fish means fresh or saltwater
finfish, crustaceans, other forms of
aquatic animal life (including, but not
limited to, alligator, frog, aquatic turtle,
jellyfish, sea cucumber, and sea urchin
and the roe of such animals) other than
birds or mammals, and all mollusks,
where such animal life is intended for
human consumption.

{e) Fishery product means any human
food product in which fish is a
characterizing ingredient.

(f) Food safety hazard means any
biological. chemical. or physical
property that may cause a food to be
unsafe {or human consumption.

(gl Importer means either the U.S.
owner ar consignee at the time of entry
into the United States. or the U.S. agent
or representative of the foreign owner or
Foneigness at the ime of entrv into the

United States, who is msponsible for
enguring that goods being offered for
entry into the United States are in
compliance with all laws affecting the
irnportation. For the purposes of this
definition, ordinarily the importer is not
the custom house broker, the freight
forwarder, the carrier, or the steamship
representative.

) Molluscan shellfish means any
edible species of fresh or frozen oysters,
clams, mussels, or scallops, or edible
portions of such species, excopt when
the product consists entirely of the
shucked adductor muscls.

{i) Preventive measure means '
physical, chemical, or other factors that
can be used to control an identified food
safety hazard. . co

{j) Process-monitoring instrument
means an instrument ar device used to
indicate conditions during processing at
a critical control paint.

{k)(1) Processing means, with respect
to fish or fishery products: Handling,
storing, preparing, heading,
eviscerating, shucking, freezing,
changing into different market forms,
manufacturing, preserving, packing,
lsbeling, dockside unloading, or
holding.

(2) Tie regulations in this part do not
apply to:

g) Harvesting or transporting fish or
fishery products, without otherwise
engaging in processing.

1i) Practices such as heading,
eviscerating, or freezing intended solely
to prepare a fish for holding on board
a harvest vessel,

(iii) The operation of a retail
establishment.

(1} Processor means any person
engaged in commercial, custom, or
institutional processing of fish or fishery
products, either in the United States or
in a foreign country. A processing
includes any person engaged in the
production of foods that are to be used
in market or consumer tests.

(m) Scombroid toxin-forming species
means tuna, bluefish, mahi mahi, and
other species. whether or not in the
family Scombridae, in which significant
levels of histamine may be produced in
the fish flesh by decarboxylation of free
histidine as a result of exposure of the
fish after capture to temperatures that
permit the growth of mesophilic
bacteria.

{n} Shall is used to state mandatory
requirements.

o) Shelifish control authority means
a Federal, State, or foreign agency, or
sovereign tribal government, legally
responsible for the administration of a
programn that includes activities such as
classification of molhuscan shellfish
grosang areas enforcement of
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molluscan shellfish harvesting controls,
and certification of molluscan shellfish
Processors.

(p) Shellstock means raw, in-shell
molluscan shellfish. :

{(q) Should is used to state
recommended or advisory procedures or
to identify recommended equipment.

(r) Shucked shellfish means
molluscan shellfish that have one or
both shells removed.

(s) Smoked or smoke-flavored fishery
products means the finished food
prepared by:

(1) Treating fish with salt (sodium
chloride), and

(2) Subjecting it to the direct action of
smoke from burning wood, sawdust, or
similar material and/or imparting to it
the flavor of smoke by a means such as
immersing it in a solution of wood
smoke.

(t) Tag means a record of harvesting
information attached to & container of
shellstock by the harvester or processor.

§123.5 Current good manufacturing
practice

(a) Part 110 of this chapter applies in
determining whether the facilities,
methods, practices, and controls used to
process fish and fishery products are
safe, and whether these products have
been processed under sanitary
conditions. :

{b) The purpose of this part is to se
forth requirements specific to the
processing of fish and fishery products.

§123.6 Hazard Analysis and Hazard
Analysls Critical Control Point (HACCP)
Plan.

(a) Hazard analysis. Every processor
shall conduct, or have conducted for it,
a hazard analysis to determine whether
there are food safety hazards that are
reasonably likely to occur for each kind
of fish and fishery product processed by
that processor and to identify the
preventive measures that the processor
can apply to control those hazards. Such
food safety hazards can be introduced
both within and outside the processing
plant environment, including food
safety hazards that can occur before,
during, and after harvest. A food safety
hazard that is reasonably likely to occur
is one for which a prudent processor
would establish controls because
experience, illness data, scientific
reports, or other information provide a
basis to conclude that there is a
reasonable possibility that it will occur
in the particular type of fish or fishery
product being processed in the absence
of those controls.

(b} The HACCP plan. Every processor
shall have and iimplement a written
HACCE plan whenever i harard

analysis reveals one or more food safety
hazards that are reasonably likely to
occur, as described in paragraph (a) of
this section. A HACCP plan shall be
specific to: .

(1) Each location where fish and
fishery praducts are processed by that
processor; ang

(2) Each kind of fish and fishery
product processed by the processor. The
plan may group kinds of fish and fishery
products together, or group kinds of
production methods together, if the food
safety hazards, critical control points,
critical limits, and procedures required
to be identified and performed in
paragraph (c) of this section are
identical for all fish and fishery
products so grouped or for all
production methods so grouped.

- (c) The contents of the HACCP plan.
The HACCP plan shall, at @ minimum:

(1) List the food safety hazards that
are reasonably likely to occur, as
identified in accordance with paragraph
(a) of this section, and that thus must be
controlled for each fish and fishery
product. Consideration should be given
to whether any food safety hazards are
reasonably likely to occur as a result of
the following: '

(i) Natural toxins; ‘

(ii) Microbiological contamination;

(iii) Chemica! contamination;

(iv) Pesticides;

(v) Drug residues;

{vi) Decomposition in scombroid
toxin-forming species or in any other
species where a food safety hazard has

been associated with decomposition;

(vii) Parasites, where the processor
has knowledge or has reason to know
that the parasite-containing fish or
fishery product will be consumed
without a process sufficient to kill the
parasites, or where the processor
represents, labels, or intends for the
product to be so consumed;

{viii) Unapproved use of direct or
indirect food or color additives; and

(ix) Physical hazards;

(2) List the critical control points for
each of the identified food safety
hazards, including as appropriate:

(i) Critical control points designed to
control food safety hazards that could be
introduced in the processing plant
environment; and

{ii) Critical control points designed to
control food safety hazards introduced
outside the processing plant
environment, including food safety
hazards that occur before, during, and
after harvest;

(3) List the critical limits that must be
met at each of the criticel control points:

{4) List the procedures, and frequency
thereof, that will be used to monitor
cach of the critical contiol pomia o

ensure compliance with the critical
limits; ’

(5) Include any corrective action plans
that have been developed in accordance
with §123.7(b), to be followed in
response to deviations from critical
limits at critical control points;

(6) List the verification procedures,
and frequency thereof, that the
processor will use in accordance with
§123.8(a});

(7) Provide for a recordkeeping system
that documents the monitoring of the

critical control points. The records shall

contain the actual values and
observations obtained during
monitoring.

(d) Signing and dating the HACCP
plan. (1) The HACCP plan shall be
signed and dated, either by the most
responsible individual onsite at the
processing facility or by a higher level
official of the processor. This signature
shall signify that the HACCP plan has
been accepted for implementation by
the firm.

(2} The HACCP plan shall be dated
and signed:

{i) Upon initia) acceptancs;

(ii) Upon any modification; and

(iii} Upon verification of the plan in
accordance with §123.8{(a)(1).

(e) Products subject to other
regulations. For fish and fishery
products that are subject to the
requirements of part 113 or 114 of this
chapter, the HACCP plan need not list
the food safety hazard associated with
the formation of Clostridium botulinum
toxin in the finished, hermetically
sealed container, nor list the controls to
prevent that food safety hazard. A
HACCP plan for such fish and fishery
products shall address any other food
safety hazards thet are reasonably likely
to occur.

{f) Sanitation. Sanitation controls may
be included in the HACCP plan.
However, to the extent that they are
monitored in accordance with
§123.11(b) they need not be included in
the HACCP plan, and vice versa.

{g) Legal basis. Failure of a processor
to have and implement # HACCP plan
that complies with this section
whenever a HACCP plan is necessary,
otherwise operate in accordance with
the requirements of this part, shall
render the fish or fishery products of
that processor adulterated under section
402(a}(4) of the act. Whether a
processor’s actions are consistent with
ensuring the safety of food will be
determined through an evaluation of the
processors overall implementation of its
HACCD plan, if one is required

G\
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§123.7 Comrective actions.

{a) Whenever a deviation from a
critical limit occurs, a processor shall
take corrective action either by:

(1) Following a corrective action plan
that is appropriate for the particular
deviation, or

(2) Following the procedures in
paragraph (¢) of this section.

(b) Processors may develop written
corrective action plans, which become
part of their HACCP plans in accordance
with § 123.6(c){5). by which they
predetermine the corrective actions that
they will take whenever there is a
deviation from a critical limit. A
corrective action plan that is
appropriate for a particular deviation is
one that describes the steps to be taken
and assigns responsibility for taking
those steps, to ensure that:

{1) No product enters commerce that
is either injurious to health or is
otherwise adulterated as a result of the
deviation; and

(2) The cause of the deviation is
corrected.

(c) When a deviation from a critical
limit occurs and the processor does not
have a corrective action plan that is
appropriate for that deviation, the
processor shall:

(1) Segregate and hold the affected
product, at least until the requirements
of paragraphs (c)(2) and (c)(3) of this
section are met;

(2) Perform or obtain a review to
determine the acceptability of the
affected product for distribution. The
review shall be performed by an
individual or individuals who have
adequate training or experience to
perform such a review. Adequate
training may or may not include
training in accordance with § 123.10;

(3) Take corrective action, when
necessary, with respect to the affected
product to ensure that no product’enters
commerce that is either injurious to
health or is otherwise adulterated as a
result of the deviation;

{4) Take corrective action, when
necessary, to correct the cause of the
deviation;

(5) Perform or obtain timely
reassessment by an individual or
individuals who have been trained in
accordance with §123.10, to determine
whether the HACCP plan needs to be
modified to reduce the risk of
recurrence of the deviation, and modify
the HACCP plan as necessary.

(d) All corrective actions taken in
accordance with this section shall be
fully documented in records that are
subject to verification in accordance
with § 123.8(a)(3)(ii) and the
recordkeeping requirements of § 123 9

§$123.3 Verification.

(a) Overall verification. Every
processor shall verify that the HACCP
plan is adequate to control food safety
hazards that are reasonably likely to
occur, and that the plan is being
effectively implemented. Verification
shall include, at 8 minimum:

(1) Reassessment of the HACCP plan.
A reassessment of the adequacy of the
HACCP plan whenever any changes
occur that could affect the hazard
analysis or alter the HACCP plan in any
way or at least annually. Such changes
may include changes in the following:
Raw materials or source of raw
materials, product formulatidn,
processing methods or systems, finished
product distribution systems, or the
intended use or consumers of the
finished product. The reassessment
shall be performed by an individual or
individuals who have been trained in
accordance with §123.10. The HACCP
plan shall be modified immediately
whenever a reassessment reveals that
the plan is no longer adequate to fully
meet the requirements of § 123.6(c).

{2) Ongoing verification activities.
Ongoing verification activities
including:

(i) A review of any consumer
commplaints that have been received by
the processor to determine whether they
relate to the performance of critical
control points or reveal the existence of
unidentified critical control points;

{ii} The calibration of process-
monitoring instruments; and,

{iii) At the option of the processor, the
performing of periodic end-product or
in-process testing.

é) Records review. A review,
including signing and dating, by an
individual who has been trained in
accordance with § 123.10, of the records
that document:

(i} The monitoring of critical control
points. The purpose of this review shall
be, at & minimum, to ensure that the
records are complete and to verify that
they document values that are within
the critical limits. This review shall
occur within 1 week of the day that the
records are made;

(ii) The taking of corrective actions.
The purpose of this review shall be, at
a minimum, to ensure that the records
are complete and to verify that
appropriate corrective actions were
taken in accordance with § 123.7. This
review shall occur within 1 week of the
day that the records are made; and

{iii) The calibrating of any process
control instruments used at critical
control points and the performing of any
periodic end-product or in-process
resting that is part of the processor's
certfication activities. The purpose of

these reviews shall be, at a mintmyn !
reviews ,ata )
ensure that the records are ooxnple? to
and that these activities occurred fn |
accordance with the processar's Written
procedures. These reviews shall occur
within a reasonable time after the

records are made.

(b} Corrective actions. Processors shall
immediately follow the procedures in
§ 123.7 whenever eny verification
procedure. including the-review of a
consumer complaint, reveals the need to
take a corrective action.

(c) Reassessment of the hazard
analysis. Whenever a processor does not
have a HACCP plan because & hazard
analysis has revealed no food safety
hazards that are reasonably likely to
occur, the processor shall reassess the
adequacy of that hazard analysis
whenever there are any changes that
could reasonably affect whether a food
safety hazard now exists. Such changes -
may include, but are not limited to
changes in: Raw materials or source of
raw materials, product formulation,
processing methods or systems, finished
product distribution systems, or the
intended use or consumers of the
finished product. The reassessment
shall be performed by an individuel or
individuals who have besn treined in
accordance with §123.10.

(d) Recordkeeping. The calibration of
process-monitoring instruments, and the
performing of any periodic end-product
and in-process testing, in accordance
with paragraphs (a)(2)(ii) through (iii) of
this section shall be documented in
records that are subject to the
recordkeeping requirements of § 123.9.

§123.9 Reacords.

(8) General requirements. All records
uired by this part shall include:
m?l) The name and location of the
processor or importer;

(2) The date and time of the activity
that the record reflects;

(3) The signature or initials of the
person performing the operation; and

{4) Where appropriate, the identity of
the product and the production code, if
any. Processing and other information
shall be entered on records at the time
that it is observed.

(b) Record retention. (1) All records
required by this part shall be retained at
the processing facility or importer's
place of business in the United States
for at least 1 year after the date they
were prepared in the case of refrigeratec
products and for at least 2 years sfter th
date they were prepared in the case of
frozen. preserved. or shelf-stable

products.

{2) Records that relate to the general
adequacy of «ypuipment or processes
being used by a processor mneloling 8

W
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results of scientific studies and
evaluations, shall be retained at the
processing facility or the importer's
place of business in the United States
for at least 2 years after their
applicability to the product being
produced at the facility.

(3) If the processing facility is closed
for a prolonged period between seasonal
packs, or if record storage capacity is
limited on a processing vessel or at a
remote processing site, the records may
be transferred to some other reasonably
accessible location at the end of the
seasonal pack but shall be immediately
returned for official review upon
demand.

{c) Official review. All records
required by this part and all plans and
procedures required by this part shall be
avaijlable for official review and copying

“ at reasonable times.

(d) Public disclosure. (1) Subject to
the limitations in paragraph (d)(2) of
this section, all plans and records
required by this part are not available
for public disclosure unless they have
been previously disclosed to the public
as defined in § 20.81 of this chapter or
they relate to a product or ingredient
that has been abandoned and they no
longer represent a trade secret or
confidential commercial or financial

- information as defined in § 20.61 of this
chapter.

{2) However, these records and plans
may be subject to disclosure to the
extent that-they are otherwise publicly
available, or that disclosure could not
reasonably be expected to cause a
competitive hardship, such as generic-
type HACCP plans that reflect standard
industry practices.

(e) Tags. Tags as defined in § 123.3(t)
are not subject to the requirements of
this section unless they are used to
fulfill the requirements of § 123.28(c).

{) Records maintained on computers.
The maintenance of records on
computers is acceptable, provided that
appropriate controls are implemented to
ensure the integrity of the electronic
data and signatures.

§123.10 Training.

At a minimum, the following
functions shall be performed by an
individual who has successfully ~
completed training in the application of
HACCP prindiples to fish and fishery
product processing at least equivalent to
that received under standardized
curriculum recognized as adequate by
the U.S. Food and Drug Administration
or who is otherwise qualified through
job experience to perform these
functions. Job experience will qualily an
individual to perform these fanctbons of
it has provided Lnowledpe o beaa

equivalent to that provided through the
standardized curriculum.

(a) Developing a HACCP plan, which
could include adapting a model or
generic-type HACCP plan, thatis
appropriate for a specific processor, in
order to meet the requirements of
§ 123.6(b);

{b) Reassessing and modifying the
HACCP plan in accordance with the
corrective action procedures specified
in § 123.7(c)(5), the HACCP plan in
accordance with the verification
activities specified in § 123.8(a)(1), and
the hazard analysis in accordence with
the verification activities specified in
§123.8(c); and

{c) Performing the record review
required by § 123.8(a){3); The trained
individual need not be an employee of
the processor.

§122.11  Sanitation control procedures.

{a) Sanitation SOP. Each processor
should have and implement a written
sanitation standard operating procedure
(herein referred to as SSOP) or similar
document that is specific to each
location where fish and fishery products
are produced. The SSOP should specify
how the processor will meet those
sanitation conditions and practices that
are to be monitored in accordance with
paregraph (b) of this section.

(b} Sanitation monitoring. Each
processor shall monitor the conditions
and practices during processing with
sufficient frequency to ensure, at a
minimum, conformance with those
conditions and practices specified in
part 110 of this chapter that are both
appropriate to the plant and the food
being processed and relate to the
following:

(1) Safety of the water that comes into
contact with food or food contact
surfaces, or is used in the manufacture
of ice;

(2) Condition and cleanliness of food
contact surfaces, including utensils,
gloves, and outer garments;

(3) Prevention of cross-contamination
from insanitary objects to food, food
packaging material, and other food
contact surfaces, including utensils,
gloves, and outer garments, and from
raw product to cooked product;

{4) Maintenance of hand washing,
hand sanitizing, and toilet facilities:

(5) Protection of food, food packaging
material. and food contact surfaces from
adulteration with lubricants, fuel,
pesticides, cleaning compounds,
sanitizing agents, condensate. and other
chemical, physical, and binlogical
contaminants;

() Proper labeling, starage. and ase of

Torge lV[]l;\l,l]]\(il;'

_ fishe

(7) Control of employee health
conditions that could result in the
microbiological contamination of food,
food packaging materials, and food
contact surfaces; and

(8) Exclusion of pests from the food
plant.

The processor shall correct in a timely
manner, those conditions and practices
that are not met.

{c) Sanijtation control records. Each
procassor shall maintain sanitation
control records that, at a minimum,
document the monitoring and
corrections prescribed by paragraph (b)
of this section. These records are subject
to the requirements of § 123.9.

(d) Relationship to HACCP plan.
Sanitation controls may be included in
the HACCP plan, required by § 123.6(b).
Howsver, to the extent that they are
monitored in accordance with
paragraph (b) of this section they need
oot be included in the HACCP plan, and
vice versa.

§123.12 Special requirements for
imported products.

This section sets forth specific
requirements for imported fish and
products.

(a) Importer verification. Every '
importer of fish or fishery products shall
either: )

(1) Obtain the fish or fishery product
from a country that has an active
memorandum of understanding (MOU)
or similar agreement with ths Food and
Drug Administration, that covers the
fish or fishery product and documents
the equivalency or compliance of the
inspection system of the foreign country
with the U.S. system, accurately reflects
the current situation between the
signing parties, and is functioning and
enforceable in its entirety; or

(2) Have and implement written
verification procedures for ensuring that
the fish and fishery products that they
offer for import into the United States
were processed in accordance with the
requirements of this part. The
procedures shall list at a minfmum:

(i) Product specifications that are
designed to ensure that the product is
not adulterated under section 402 of the
Federal Food, Drug, and Cosmetic Act
because it may be injurious to health or
have been processed under insanitary
conditions, and.

{ii} Affirmative steps that may include
any of the following:

A) Obtaining from the foreign
processor the HACCP and sanitation
monitoring records required by this part
that relate to the specific ot of fish or
fishery produets being offerod for
ot

(ﬁ’.) DYt vy eatd
by b

ety continuing or
vt et ane Do s appropriate
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foreign government inspection authority
or competent third party certifying that
the imported fish or fishery product is
or was processed in accordance with the
requirements of this part;

(C) Regularly inspecting the foreign
processor's facilities to ensure that the
imported fish or fishery product is being
processed in accordance with the
requirements of this part;

(D) Maintaining on file a copy. in
English, of the foreign processor's
HACCP plan, and a written guarantee
from the foreign processor that the
imported fish or fishery product is
processed in accordance with the
requirements of the part;

(E) Periodically testing the imported
fish or fishery product, and maintaining
on file a copy, in English, of a written
guarantee from the foreign processor
that the imported fish or fishery product
is processed in accordance with the
requirements of this part or,

(F) Other such verification measures
as appropriate that provide an
equivalent level of assurance of
compliance with the requirements of
this part.

(b) Competent third party. An
importer may hire a competent third
party to assist with or perform any or all
of the verification activities specified in
paragraph (a)(2) of this section,
including writing the importer’s
verification procedures on the
importer’s behalf.

{c)} Records. The importer shall
maintain records, in English, that
document the performance and results
of the affirmative steps specified in
paragraph (a}(2)(ii) of this section. These
records shall be subject to the applicable
provisions of § 123.9.

{d) Determination of compliance.
There must be evidence that all fish and
fishery products offered for entry into
the United States have been processed
under conditions that comply with this
part. If assurances do not exist that the
imported fish or fishery product has
been processed under conditions that
are equivalent to those required of
domestic processors under this part, the
product will appear to be adulterated
and will be denied entry.

Subpart B—Smoked and Smoke-
flavored Fishery Products

§123.15 Genaral.
This subpart augments subpart A of
this part by setting forth specific

requirements for processing smoked and
smoke-flavored fishery products.

§123.18 Process controls.
arder ty gieet the requirements of

b Aol thi past, pracessars of

smoked and smoke-flavored fishery
products, except those subject to the
requirements of part 113 or 114 of this
chapter, shall include in their HACCP
plans how they are controlling the food
safety hazard associated with the
formation of toxin by Clostridium
botulinum for at least as long as the
shelf life of the product under normal
and moderate abuse conditions.

Subpart C—Raw Molluscan Shelifish

§123.20 General.

This subpart augments subpart A of
this part by setting forth specific
requirements for processing fresh or
frozen molluscan shellfish, where such
processing does not include a treatment
that ensures the destruction of
vegetative cells of microorganisms of
public health concern.

§123.28 Source controls.

(a) In order to meet the requirements
of subpart A of this part as they apply
to microbiological contamination,
chemical contamination, natural toxins,
and related food safety hazards,
processors shall include in their HACCP
plans how they are controlling the
origin of the molluscan shellfish they
process to ensure that the conditions of
paragraphs (b), (c}). and (d) of this
section are met.

(b) Processors shall only process
molluscan shellfish harvested from
growing waters approved for harvesting
by a shelifish control authority. In the
case of molluscan shellfish harvested
from U.S. Federal waters, the
requirements of this paragraph will be
met so long as the shelifish have not
been harvested from waters that have
been closed to harvesting by an agency
of the Federal government.

{c) To meet the requirements of
paragraph (b) of this section, processors
who receive shellstock shall accept only
shellstock from a harvester that is in
compliance with such licensure
requirements as may apply to the
harvesting of molluscan shellfish or
from a processor that is certified by a
shellfish conuol authority, and that has
a tag affixed to each container of
shellstock. The tag shall bear, at a
minimum, the information required in
§ 1240.60(b} of this chapter. In place of
the tag, bulk shellstock shipments may
be accompanied by a bill of lading or
similar shipping document that contains
the information required in § 1240.60(b)
of this chapter. Processors shall
maintain records that document that all
shellstock have met the requirements of

this <o tiaon These rocords shall
docment

CU0 The et e

(2) The location of harvest by State
and site;

(3) The quantity and t of she -

(4) The 3ate of receiptyl?; the —
processor; and

(5) The name of the harvester, the
name or registration number of the
harvester’s vessel, or an identification
number issued to the harvester by the
shellfish control authority.

(_d) To meet the requirements of
paragraph (b) of this section, processors
who receive shucked molluscan
shellfish shall accept only containers of
shucked molluscan shellfish that bear a
label that complies with § 1240.60(c) of
this chapter. Processors shall maintain
records that document that all shucked
molluscan shellfish have met the
requirements of this section. These
records shall document:

(1) The date of receipt;

(:) The quantity ancF type of shellfish

{3) The name and centification
number of the packer or repacker of the
product.

PART 1240-—-CONTROL OF
COMMUNICABLE DISEASES

2. The authority citation for 21 CFR
part 1240 continues to read as follows:

Authority: Secs. 215, 311, 361, 368 of the
Public Health Service Act (42 U.S.C. 216,
243, 264, 271).

3. Section 1240.3 is amended by
revising paragraph (r), and by adding
new paragraphs (s}, (t), and (u) to read
as follows:

§1240.3 General deflnitions.

(r) Molluscan shellfish. Any edible
species of fresh or frozen oysters, clam
mussels, and scallops or edible portiot
thereof, except when the product
consists entirely of the shucked
adductor muscle.

{s) Certification number means a
unique combination of letters and
numbers assigned by a shellfish contn
authority to a molluscan shellfish
processor.

(t) Shellfish control authority mean:
Federal, State, or foreign agency. or
sovereign tribal government, legally
responsible for the administration of ¢
program that includes activities such
classification of molluscan shellfish
growing areas, enforcement of
molluscan shellfish harvesting contro
and certification of motluscan shellfis
processors.

(u)} Tag means a record of harvestin
information attached to a contarner o
shellstock by the harvester or prosooss

4 Section 124060 1s amende o

reviang the wection heading o aﬁ
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redesignating the existing text as
paragraph (a) and adding the word
*molluscan’’ before the word
“shellfish” the two times that it appears,
and by adding new paragraphs (b). (c).
and (d) to read as follows:

§1240.60 Molluacan shellfish.

- L] a = ~

(b) All shellstock shall bear a tag that
discloses the date and place they were
harvested (by State and site), type and
quantity of shellfish, and by whom they
were harvested (i.e., the identification
number assigned to the harvester by the
shellfish control authority, where

applicable or, if such identification
numbers are not assigned, the name of
the harvester or the name or registration
number of the harvester’s vessel). In
place of the tag, bulk shellstock
shipments may be accompanied by a
bill of lading or similar shipping
document that contains the same
information.

(c) All containers of shucked
molluscan shellfish shall bear a label
that identifies the name, address, and
certification number of the packer or
repacker of the molluscan shellfish.

d) Any molluscan shellfish without
such a tag, shipping document, or label,

or with a tag. shipping document, aor
label that does not bear all the

information required by paragraphs (b)
and (c) of this section, shall be subject
to seizure or refusal of entry, and
destruction.

Dated: October 3, 1995.
David A. Kessler,
Commissianer of Food and Drugs.
Donna E. Shalala,
Secretary of Health and Human Services.
{[FR Doc 85-30332 Filed 12-11-95; 10:40 am}
BILUNG CODE 4160-01-0
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Lists of

MPORT ALERTS INEFFECT

February 1996

Covering products entering U.S.
By type of Hazard or defect .

Shows product or species covered.

o'\



5-44

Lists of

MPORT ALERTS INEFFECT

February 1996

Covering products entering U.S.
By type of Hazard or defect .

Shows product or species covered.



Import Alerfs
February 1996

IOTAMINES

16-05 Mahi Mahi
16-105 Seafood

=

O



NPORT ALERS
FEBRUARY 1996

Salmonella

16-114 Shrimp

16-12 Frog Legs

16-17 Raw Fish

16-1 Shrimp

16-19 Shrimp

16-35 Shrimp

16-50 Molluscan shelifish

16-81

Seafood

%
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IMPORT ALERTS
FEBRUARY 1996

V. CHOLERA
16-50 Molluscan shellfish

Botulism
16-74 Cured Uneviscerated Fish

Listeric Mono.

16-39 Processed Seafood and Surimi




Sulfites 99-21
Mercury 16-08

16-66
Colors 4502
Borates 16-94

16-108
Toxin 16-20
Label 16-04

16-47

Lead Q9-12
Stevia 45-06

Importer 16-90

PORT ALERTS

-ebruary 1996

All Foods
Swordfish
Shark
All Foods
Seafood
Caviar
Puffer Fish
Species
Snapper
All Foods
All Foods
All Foods




PORT ALER

rEBRUARY 199

Decomposition

16-05
16-09
16-105
16-114
16-13
16-18
16-22
16-23
16-35
16-95
37-03

Mahi Mahi

Kingfish

Seafood

Shrimp

Bagoong or Ahchovy
Shrimp

Canned Shrimp
Lobster

Shrimp

TunNna

Shrimp Sauce



IMPORT ALERTS
FEBRUARY 1996

- Filth

16-02
16-07
16-13
16-18
16-19
16-21
16-25
16-35
99-03
99-06

Dried Shark Fins
Dried and Pickled Fish

Anchovy and Bagoong
Shrimp
Shrimp
Shrimp
Crabmeat

Shrimp

Importer

Company
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Lists of

IMPORT ALERTS AND DETENTIONS

Showing product and Hazard or defect

1. Import Alerts that apply to seafood
from all source countries. (Feb 1996)

2. By specified country, those import
alerts that apply by direction to
product of that country.

3. By specified country, detentions
of seafood from those countries

that fook place in January 1996
and June 1995,

\Q;:)
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IVPORT ALERTS ALL COUNTRIE
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16-02 Dr. Shark Fins and Maws
Automatic Detention Filth

16-04 All Seafood Guidance Sp. Substitution
16-05 Mahi Mahi Detfain Histamines/Decomgc
6-08 Swordfish Detain Mercury

6-19 Shrimp Guidance Salmonella/Decomg

6-20 Puffer Fish Detain ~Toxin
6-21 Raw Shrimp Guidance Filth

6-39 Surimi/Processed Guidance Listeria
6-74 Cured Unev. Fish Detain C. Botulism
6-90 Fz. Seafood Detain/Importer Salmonelic
16-108 Caviar Guidance Borates

16-114 Fz. Shrimp Detain/Importer  Salmonell

45-02 All Foods Detain/Guidance
lllegal/Undeclared Colors
45-06 AllFoods Detain Stevia

99-12 AllFoods Detain/Guidance Lead
99-21 AllFoods Detain/Guidance Sulfites

2 B ___B

' 2

] 2




SANGLADED

Impon‘ Alerts

16-12 Frog Legs Defonn Saimonella

1 firm exempt
16-18 Shrimp  Detain Salmonella
Listed firms exempt Decomp.

Filth
16-81 Sedafood Detain 2 firms Salmonella

DETENTIONS

3 of Fz. Shrimp Salmonella
2 of Fz. Shrimp Salmonella/Decomp.



CHINA
IMPORT ALERTS

12 Frog Legs Detain 2 firms Salmonella

18 Shrimp Detain Except Listed Firms
Decomposition

16-81 Seafood Detain 5 Firms Salmonella

45-02 All Food Detain 1 firm Color

DETENTIONS

16-
16~

i Mg ‘w o ]{, NG * J
1 of lml‘rohon Crob Labeling
1 of Fried Fish Maw Filth
10 of Fz. Shrimp Salmonella/Decomp.
1 of Fz. Scallops Additive
@ of Fz. Shrimp salmonelia
1 of Fz. Dace Salmonella/Decomp
1 of Fz. Scallop/Shrimp Salmonella/Decorr
1 of Fz. Scallops Other
2 of Jellyfish Filth
1 of Oysters Unfit
2 of Shark Carfilage FiIth
1 of Fz. Scallops Filth
4 of Fz. Scallops Salmonella
1 of Fz. Croaker Decompaositior:
1 of Fz. Mahi Mani Histamine/Decomp
/ of Fz. ScallopsShrimp Decompositior

b
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R, POLYNEN

DETENTlONS

Jur 1996 ond Jung 1995

1 of Dr. Shark Fin Filth



HONG KONG
MPORT ALERTS

Eoby 1904

16-18 Shrimp Detain Except Listed Firms

Salmonella/Decomp/Filth

16-81 Seafood Detdin 8 Firms Sclmonello
37-03 Shrimp Sauce Detain 1 Firm Filth

99-21 Lobster Detain Sulfites
‘F andl JU "\ Cr‘
1 of Fz. Shnmp Decomposition
1 of Perch Fillets Decompostion
2 of Salted Jellyfish Filth
2 of Shark Fins Filth
1 of Shrimp Sauce Filth
1 of Dr. Fish Lips Filth
2 of Dr. Fish Maw Filth
| of Dr. Fried Pike Fith
1 of Dr. Sea Cucumber Filth
3 of Dr. Fish Filth
1 of Fz. Abalone Decomposifion
| of Fz. Catfish Decompositon
I of Shark Fin Soup Filth
2 of Shrimp Sauce Unfiled LACF
1 of Fz. Shrimp Salmonelia/Filth
2 of Fz. Shrimp Salmonella

W
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INDIA
PORT ALERTS

16-09 Fz. Klngﬂsh DeTQm ] Firm  Decompositior
16-12 Frog Legs Detain 1 Firm  Salmonello
16-23 Lobster Detain Except @ Firms Decomp.
6-35 Raw & Cooked Shrimp Detain Filth

Except 69 Firms _ Salmonella/Decomp
16-81 Seofood Detain 7 Firms  Salmonella

DETENTIONS

1 of Fish Wcs’re Decomposed

1 of Fz. Squid Decomposed
82 of Fz. Shrimp Salmonella/Decomp.
1 of Fz. Shrimp Filth

3 of Kingfish Decomposed

6 of Fz. Shrimp Decomposed

1 of Fz. Shrimp Decomp/Filth

1 of Grouper Fillets Decomposed

1 of Makerel Labeling
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16-12 Frog Legs Detain 2 Firms  Salmonelio

16-18 Shrimp Detain Except Listed FHrms
Salmonella/Decompaosition/Hilth

16-95 Canned Tuna Detfain 1 Firm Decomp.

DETENTIONS

/7 of Canned Tuna Dehc*omposmon

4 of Dr. Shark Bones Filth

1 of Fz. Shrimp Decompositon

4 of Fz. Shrimp Salmonella/Decomp.

1 of Swordfish Mercury
1 of Chunks Tuna Decomposition




JAPAN
NPORT ALERT

16-39 Prccessed Secfood and Analogs
Detain 5 Firms Listeria M.

DETENTIONS

£Dr. Scol!ops | Filth

[ e

1 of Dr. Squid Filth

1 of Fz. Smelt Roe Labeling

1 of Fz. Dr. Fish Listeria/Others
1 of Canned Tuna  Unfiled/Unreg.
7 of Dr. Fishes Filth

1 of Dr. Sardine Labeling

1 of Fz. Halibut Decomp/Lblg
I of Dr. Mussel Filth

1 of Roasted Bonito Labeling

3 of Shark Cartilage  Filth

1 of Shark Fins Filth

Y



KOREA
MPORT ALERTS

16-39 Processed Seofood and Analogs
Detain 15 Firms Listeria M.,
16-81 Seafood Detain 2 Firms  Salmonella

99-06 All Foods Guidance 1 Firm Filth

DETENTIONS

Jon 1904 and June 1995

L ._‘

1 of Fz. Shrimp Decomposition
1 of Fz. Show Crab Listeria/other

1 of Baby Yellow Filth

1 of Dr. Alaska Labeling

1 of Dr. File Fish Listeria

\
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MACAO
DETENTIONS
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of Fish Maw Filth
of Fz. Shrimp Salmonella



MALAYSIA

IMPORT ALERTS

y gx,) {34

r \.~_,~

16-81 Seafood Detain 2 Firms Salmonello
dop 10 anet June TR

| of Dr. Gouramy C. Botulinum
2 of Salted Jellyfish Filth



PHILIPPINES
MPORT ALERTS

16-12 Frog Legs Detain 1 Firm Salmonella

16-13 Anchovy or Bagoong Detain
Decomp/E. Coli

16-81 Seafood Detain 6 Firms Salmonella

99-03 All Foods Guidance 1 Firm Filth



PHILIPPINES
H\/IPORT DETENTIONS

1 of Tuna B;col S Lobelln
2 of Sardines in Tom. Unfiled LACF
1 of Span. Sardines  Unfiled LACF
1 of Sm. Herring Listeria/Other
I of Sm. Round Scad Listeria/Other
4 of Canned Tuna Decomposition
I of Shrimp Paste Colors
4 of Crispy Anchovies Filth
1 of Dr. Nemipterids Filth
1 of Fz. Baby Milkfish Filth
3 of Fz. Baby Milkfish Labeling
1 of Octopus Salmonélla
1 of Patsi (Fish Sauce) Labeling
2 of Salted Shrimp Fry Filth
2 of Fz. Shrimp Salmonella/Filth
1 of Sm. Fish Filth
1 of Sm Milkish Fith/Labe
1 of Dr. Anchovies C. Botulinum
1 of Dr. Herring Listeria/Other
1 of Dr, Herring C. Botulinum
1 of Dr. Makerel | Filth
1 of Dr. Tiny F}’ﬂm\
| NS Filth
1 of Fz. Mudfish Labeling
1 of Salted Ziganid Fith



SINGAPORE
PORT AR

16-81 Seafood Detain 5 Firms Salmonella

99-21 Fz. Shrimp Detain 1 Firm  Sulfites

s e r [ [ I
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3 of Sharkfin  Fith
4 of Swordfish Fillets  Mercury
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TAIWAN
II\/IPORTALERTS

16-12 Frog Legs Detain 1 Firm Salmonella

16- 18 Shrimp

Detain Except Listed Firms
Salmonells/Decomp. /Filth

16-39 Processed Seafood & Analogs
Detain 3 Firms Listeria M.

16-81 Sedafood Detain 4 Frms

Salmonelia

16-95 Canned Tuna Detain 1 Firm  Decomp

DETENTIONS

of
1 of
1 of
1 of
1 of
| of
| of

FshPaste  Fith
-z, Frog Legs Salmonella
-z, Monkfish Labeling

-7, Squid Decomposition
Dr. Fish Slice Hith

Hish snack Labeling
Fried Fish Labeling

21 of Fz. Mahi Mahi Salmonella

and Decomp.

4 of Fz. Mahi Mahi Decomposition

W



THAILAND
MPORT ALERTS

16-07 Dried & Pickled FISh Detfain  Filth

16-12 Frog Legs Detain 1 Firm  Salmonelia

16-17 Fz. Raw Fish Detain 18 Firms Salmonella

16-18 Shrimp Detain Except Listed Firms Filth
Salmonella/Decompostion

16-22 Canned Shrimp Detain except 6 firms

Decomposifion
16-25 Canned Crabmeat Detain Except
Q@ Firms Filth

16-47 Red Snapper Detain  Sp. Subs’rl’ruhon

16-50 Molluscan Shelifish Detain 1 Firm
Saimoneila/V. Cholera/Other

16 81 Seafood Detain @ Firmss Salmonella

16-95 Canned Tuna Detain 1 Firm Decomp.

99-21 Fz. Shrimp Detain 1 Firm  Sulfites



THAILAND

DETENTIONS

i ‘U "
] of Seasoned Red Clams Labeling

1 of Sardines in Hot Sauce Unfiled LACF
3 of Canned Crabmeat Decomp.
2 of Canned Crabmeat Fith

16 of Canned Shrimp Decomp.

12 of Fz. Shrimp Salmonella/Decomp

8 of Fz. Shrimp Salmonella

o> of Canned Tuna Decomp.

2 of Topl Shell Decomp.

9 of Fz. Fish Salmonello
of Shrimp Paste Fith/Labeling

2 of Mackerel in Tom. Unfiled/Unreg.

1 of Salfed Gouramy Filth

1 of Saba Fish in Chili  Unfiled/Unreg.
of Snapper Decomp.

| canned Abalone Unfiled/Unreg.

1 canned Calamairi Unfiled/Unreg.

2 of Fish Filth

1 of Canned Fish l\/lc:w Decomp/Filth

1 of Canned Fish Maw  Unfiled/Unreg.

1 of Fish Sauce Labeling

1 of Fz. Shapper Substitution
1 of Pickled Fish | Filth

1 of Fz. Pilot Fish C. Botulinum

P



VIETNAM
IMPORT ALERTS

16-81 Secn‘ood DeTom 14 Firms Salmonella

DETENTIONS

1 of Fz. Sczh‘ed Flsh FllTh

4 of Fz. Shrimp Salmonelia

4 of Fz. Fish Saimoneilla

| of Fz. Crabmeat Unfit

1 of Fz. Dr. Squid Filth

1 of Thread Fin Fish ~ Salmonella/Decomp.
1 of Fish Sauce Filth

1 of Fz. Octopus Filth

I of Fz. Shrimp Decomposition

1 of Fz. Lobster Salmonella
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Importation of Seafood Products into the U‘S

Presented by Jonathan Little, HACCP Specialist

Surefish

Seafood Quality Specialists




Importation of Seafood Products into the US

The Regulators

1. US Customs .
a) Taniff Act of 1930 -- duties include: assessment and collection of all duties,
taxes, and fees on imported merchandise, enforcement of customs and
related laws, and the administration of certain navigation laws and treaties.

2. Food and Drug Administration
a) Food, Drug, and Cosmetic Act -- requires that food be prepared, packed,
and held under sanitary conditions; the food be safe, clean, and wholesome
article; and its labeling to be honest and informative.

b) Fair Packaging and Labeling Act -- prescribe the manner in which
mandatory label information must appear on the label of food intended for
retail sale ’

c) Nutrition Labeling and Education Act of 1990 -~ similar to the Fair
Packaging and Labeling Act

vL-S



Requirements for the importer

L.

2.

" Have confidence in your product’s quality and condition

Proper labeling

a)
b)

mark and number each case - corresponding with marks & numbers on
invoice

mark conspicuously & legibly

i) country of origin - i.e. Product of __ , Made in

i) contents, additives

iil)  quantity, size,

US Customs:

a)

b)

d)

entry document- entry manifest (Customs Form 7533), Summary Sheet for
Consumption Entry (Form 7501), or Application and Special Permit for
Immediate Delivery (Form 3461). Entry needs to done within five days of
arrival.
Evidence of right to make entry (bill of lading, air waybill, shipping recelpt)
Commercial Invoice or pro forma invoice
i) must be in English
it) port of entry, country of origin
ili)  contain information that would be shown on a well-prepared
packing list

iv)  case markings correspond with invoice .
V) detailed description of each item of goods in each individual

. package
vi) - invoice goods in a systematic manner
vii))  kind of currency, weights, measures
Packing list (if appropriate)
Surety Bond - covers any potential duties, taxes, and penalties that might
accrue

SL-S
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c_76 BEST AVAILABLE COPy

3 A Summary of the Frocedures
| 2 FDAnoted of enky. l U. S. Importers Must Follow When
3 Handling Food Products
Sy o rperecs l (Shaded baxes are importer reeponmbittioe)
4A. FDA dossn't want sarmpie. 48. FOA wanis sample.
May Proceed Notics sent 1o U.S. Netios of Sumpiing sent i U.S.
Cusioms and imporier, Customg and s
e’ N
SA. FDA finde sampie in 68. FDA determines saimpie is violatve.
compiiance. Release Notice sent Noiice of Detention and Hearing sent o
© U.S. Customs and importer. U.S. Customs and importer.

K%
L 2 S 1
I 108. FDA reviews importer's w = = +
10A. FDA coliects follow-up sampie. | proposed recondiioning procedure » = =H % 'i‘ H
3 ~ «~ ¥ 1+
T1A. FOA finds sampie in ™ I ¥ 1+
compliance. Rolcasa 118. FDA finds sampie r.ot in 11C. FDA approves imporier's 11D. FDA disapproves importer's
buﬂs.wmi:ow:m ! comphance. reconditioning proposal. recondiloning proposal. ;
3 3 H
¥ ¥
+ +
3 4 t
13. FDA conducts follow-up
, ’ ~ +
Note: Expianaton of sach step ¥ [7(X 7O fnces sampie in compiance, #
O roverae £0e. 3 Reisase Notice sent 1o U.S Customs 148. FDA sarmpie not in compliance. #
g |langimeoner ”
v ~ &

VYo popupuh o uh o) uhupupupup uhop b ¥
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Requirements for the Importer (continued)
4. FDArequirements Internet address : www.fda.gov.com

a) File entry with U.S. Customs

b) HACCEP requirements (mandatory after December 18, 1997
i) MOU
ii) Product specifications, any of the following:

a)
b)

c)
d)

. ©)
f)

copy of HACCP & sanitation monitoring records

export health document for the lot or competent 3rd party certifying product
process

regularly inspecting foreign processor’s facilities

maintain on file (in English) processor’s HACCP plan, and written
guarantee -

periodic testing of imported products

other verifications measures

* 1ii) The importer may hire a competent 3rd party to assist with verification activities,
including writing the importer’s verification procedures.
iv) The importer shall maintain records (in English) that document the performance
v)  There must be evidence that products imported comply with the regulations.

W\
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Requirements for the Importer (continued)

c) Other FDA issues

1)

ii)

Automatic Detention - based on past volatile history. Aka “Blocklist”

a) Issued through Import Alerts. Shifts the burden of proof of compliance
b) for products, processors, or countries

c¢) removal from detention by petition - individual, firm, or country

d) Import detention Reports

Specific product regulations:

a) bisulfate residues & labeling in shrimp

b) indole, mercury, histamine testing

c) low- acid can requirements - register process with FDA

8L-G
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Importation of Seafood Products into the US
Alert Revised Title/Description

1604 03/24/95
MISBRANDED SEAFOQD

16-05 12/22/94
AUTOMATIC DETENTION OF MAHIMAHI BECAUSE OF HISTAMINE AND DECOMPOSITION

1608 04/06/90
AUTO DET OF SWORDFISH FOR METHYL MERCURY (REV)

16-09 06/05/89
AUTOMATIC DETENTION OF FROZEN KINGFISH FROM TRI-TEE SEAFOOD COMPANY

16-12 02/17195
AUTOMATIC DETENTION OF FROG LEGS

16-13 10/05/34
AUTO DET OF ANCHOVY OR BAGOONG PRODUCTS FROM PHILIPPINES (REV)

16-18 07/21/95
AUTO DETENTION OF SHRIMP (REV)

16-21 08/16/94
FILTH IN IMPORTED FRESH OR FROZEN RAW SHRIMP

16-23 05/01/92
AUTO DET OF FRESH & FROZEN LOBSTER/LOBSTER TAILS FROM INDIA (REV)

16-35 07/06/95
AUTOMATIC DETENTION OF FRESH RAW FRESH FROZEN AND COOKED SHRIMP FROM
INDIA

16-50 07/31/89
AUTOMATIC DETENTION OF MOLLUSCAN SHELLFISH

16-66 03/10/95
AUTOMATIC DETENTION OF SHARK FOR METHYL MERCURY

16-81 09/22/92
AUTOMATIC DETENTION OF SEAFOOD PRODUCTS DUE TO THE PRESENCE OF
SALMONELLA

16-95 03/05/93
AUTOMATIC DETENTION OF CANNED TUNA DUE TO DECOMPOSITION

16-105 12/18/95 )
AUTOMATIC DETENTION OF SEAFOOD AND SEAFOOD PRODUCTS FROM SPECIFIC

MFRS/SHIPPERS DUE TO DECOMPOSITION AND/OR HISTAMINES
(__Pm— *‘i& \ Lc“ *‘)

Surefish 1996

\“9\



5-80 '

oY lLjewn iom ‘ v .
I.v? ¥+ Denteant o\_)*mv %

DEL MAR FOODS, GEN SANTOS CITY CANNED CHUNK LIGHT TUNA
3039183 SAN D DECOMPOSED
96/01/10

DEL MAR FOODS DIV OF NAUTICA, PASIGM.M. CHUNK LIGHT TUNA
1965430 NYK D DECOMPOSED
9%6/01/19

PACIFIC ISLES INT'L TRADING, QUEZON CITY COOKED SHRIMP PASTE
3039340 SAN D UNS.COL.ADD.-NE.C.
96/01/08

ALEIS PRODUCTS, QUEZON CITY CRISPY ANCHOVIES
3066701 LOS A E.COLVCOLIFORMS
96/01/09 16013 = INSECT FILTH/DAM.

CABANILLA ENTERPRISES, MANILA DRIED NEMIPTERIDS
3038452 SAN D RODENT FILTHDAM. :
96/01/08 INSECT FILTH/DAM.

SEASKYFOODE)GORTNC,,CMDOCANm FRESH FRZ BABY MILKFISH
3022613 LOS D RODENT FILTH/DAM,
96/01/16 ANIMAL FILTH/DAM.-NEC

SEASKY FOOD EXPORT INC., KALOOKAN CITY FROZEN BABY MILKFISH
3067010 LOS D MAND. LBLING. OMIT.
96/01/24

SEASKY FOOD EXPORT INC., CALOOCAN CITY FRZ BABY MILKFISH
3066435 LOS D MAND. LBLING. OMIT. '
96/01/25 '

SEASKY FOOD EXPORT INC., CALOOCAN CITY FRZ BABY MILKFISH
3066442 LOS D MAND. LBLING. OMIT.
96/01/25

SMI FISH INDUSTRIES, INC., MAKATI CITY OCTOPUS (BALL PACK)
1626118 SIN D SALMONELLA-ARLZ.
96/01/30

SEASKY FCOD EXPORT INC., CALOOCAN CITY PATSI (FISH SAUCE)
306€ 443 LOS D MAND. LBLING. OMIT.
96/01/18 FAL/MISLEAD.LBLING

SEASKY FOOD EXPORT INC., KALOOCAN CITY SALTED SHRIMP FRY
3064259 LOS A INSECT FILTH/DAM.
96/01/26 16013 RODENT FILTH/DAM.

SEASKY FOOD EXPORT INC., CALOOCAN CITY SALTED SHRIMP FRY
3066436 LOS A INSECT FILTH/DAM.
96/01/11 16013 RODENT FILTH/DAM.



Imnbrtation of Seafood Products into the US

4

How to expedite shipments - the tricks of the trade

1.

Insurance
a) all-risk insurance for reefer break-down

b) little or no FDA-clearance insurance written
Temperature recorders - inexpensive insurance

Customs brokers

a) Automated Broker Interface (ABI) can speed-up entry making and response time when
clearing Customs/FDA. Hard copies still have to be created.

b) Automated Manifest System - speed-up clearance response for steamship industry

18-S

Work with, know, and understand U.S. Customs/FDA regulations
a) comply with any special law pertaining to your commodxty

b) develop packing standards for your commodity

c) organized documentation - complete, matching paperwork
d) include all information on paperwork

e)  typeclearly
f) data/information within columns



Have a private laboratory analyze product before shipment

a) Test especially for mercury, histamines, E. Coli, Salmonella, filth, decomposition. While
not conclusive, these analyses might serve as an indicator of processor’s ability to produce
acceptable, passable product.

b) Keep results until cleared.

c) Laboratory Guidelines — sampling & analytical procedures

Pack proper weights, sizes, quality - think iong—term customer

‘Have a contingency plan in case product is rejected by Customs or FDA .
a)  Recondition/re-label the product ' |
b) Re-export the product
c) Destroy product

Have confidence in your product’s quality and condition - have all the necessary steps taken place
to insure optimum quality in your process 77

Z8-§
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The U.S. Seafood Market: Trends and Opportunities
Howard M. Johnson, H.M. Johnson & Associates

J.S. Seafood Market Overview

J.S. per capita seafood consumption has increased 29 percent since 1970, peaking in 1987 at 7.35 kg per capita (edible weight).
Since 1987 U.S. consumption has remained steady at approximately 6.81kg (edible weight) each year. However, the total volume
»f seafood sold in the U.S. is still increasing due to population growth. In 1994 United States domestic seafood sales totaled $18.6
sillion at the wholesale level and $39 billion at the consumer level. The total volume of the edible U.S. seafood supply, landings

ind imports, was 6.2 million tons round weight and 1994 consumption totaled 1.8 million tons edlble wexght an increase of 40
housand tons over 1993.

he overall volume of fresh and frozen seafood sold in the U.S. continues to increase as the population grows. “Over the past 10
sars, the volume of fresh and frozen seafood consumed annually has increased 16.1 percent, rising from 1.05 million tons (edible
eight) in 1984 to 1.22 million tons in 1994. Shrimp consumption has increased faster than any other seafood species in the U.S.

« World Supply Trends

he world seafood supply increased rapidly through the 1980’s and now stands at approximately 100 million tons. Aquaculture

scounts for 16 million tons and is expected to grow substantially into the future. Wild catches are not expected to increase
syond current levels.

- world per capita seafood supply decreases (as the population increases) competition for seafood can be expected to grow.
hina is already increasing seafood imports and, with a population of 1.2 billion, will put tremendous pressure on seafood supplies

orld wide. Because the United States is a net importer of seafood, but also a major exporter, the issue of world seafood supply
vital to the future of the U.S. industry.

U.S. Seafood Supply Trends
.S. Seafood Imports

ver the past ten years, the U.S. has imported between 40 percent and 60 percent of its seafood supply. In 1994, edible fresh
d frozen seafood imports in the U.S. market consisted of just over 1.1 million metric tons of product valued at $5.9 billion, an
crease of $800 million over 1993. Canned seafood imports added an additional $542 million, and increase of $48 million over

93. Shrimp remains the most important seafood item imported in the U.S. although actual imports for 1995 were slightly below
34 levels.

tble 1. Top 10 1994 U.S. Seafood Imports - Product Weight and Value

_____Iﬂr_l_____]_wll@_l__v_s_lz%__"__ Item - MT $Million vs 1993 l
- Shrimp 284,828 $2.700 +4.9% ||_6. Salmon 53,229 2.3%
. Lobster 28,720 448 +7.0% || 7. Scaliops 25,708 216 9.0%
~Tuna (uncanned) 207921 426 +5.2% || 8. Blocks/Slabs 90,541 184 ;5.7%
. Groundfish Fillet/Stk 85,774 337 +1.3% 9. Crabmeat 13,938 103 +12.9%
. Canned Tuna 112,965 286 +11.0 10. Flatfish Fillets 17,914 96 -19.6%
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U.S. Seafood Catch

With the transfer of the Bering Sea pollock fishery to American boats in the late 1980’s, the U.S. entered a period where domestic
landings exceeded imports. While that situation remains, the reality is that we tend to export lower value products, such as surimi
and pollock, and import higher value items, such as shrimp and crab.

Although the United States has domestic resources of almost all major species of fish and shellfish, supplies are not usually
adequate to meet demand. This trend can only be expected to continue, particularly for those higher-value species that are best
suited to aquaculture in warm water areas not found in the continuous United States. A good example is the U.S. shrimp industry.
While the country has major shrimp fisheries in many areas, and a small domestic shrimp-farming industry, shrimp still represents
the leading product imported into the U.S. in both volume and value.

U.S. domestic seafood production is now heavily dependent upon production from Alaska, which currently accounts for 68 percent
of seafood production (by weight) from U.S. waters. Catches of pollock, Pacific cod and salmon are at or near record levels in
Alaska. While these stocks all seem to be capable of sustaining current harvest levels, further increases are unlikely. The

implementation of more conservative resource management and the use of individually transferable quotas in U.S. fisheries will
most likely insure stability of seafood species which have not aiready suffered from over-utilization. .

C. U.S. Seafood Consumption Trends

Seafood consumption patterns in the United States, reflect not only changes in product form preferences, as indicated by declines
in canned and breaded products, but also shifts in species availability. For example, demand for mild, white-fleshed, fish remains
strong, and major declines in Atlantic cod landings along the Northeast United States and Canada have been offset by increases
in the use of Alaska pollock and cod from Russia and Alaska--a large percentage of which is reprocessed into blocks and fillets
in China. Increased consumption of some species, particularly shrimp, salmon and catfish, has resulted from increased production

through aquaculture. Tilapia consumption is expected to increase in the U.S. because the fish, in fillet form, is light colored,
boneless and mild tasting.

Table 3. U.S. Per Capita Seafood Consumption 1988-1994

Grams Per Capita "
1987 Rank 1988 | 1989 l 1990 - 1992 | 1993 | 1994 | 1994 Rank "
1. Canned Tuna | 1633 | 1769 | 1678 | 1633 | 1588 | 1588 | 1497 1
2. Shrimp 1080 | 1043 | 908 | 1089 | 1134 1134 | 1179 2
3. Cod 7761 7671 626| 508 | 4881 4671 421 5
4. AK Pollock 35| 656 | 576| 449 | 558 | 544 | 689 3
5. Flatfish 2811 2601 259l 172 230 283 | 164 8 |
6. Clams 2781 2781 o717l 2631 2791 2671 247 7
7. Catfish 272 | 314| 3181 349 411 ]| 448 | 388 6
8. Salmon 200 | 214 331 | 440 305| 451 505 4
9. Crabs 148 | 132 | 132 | 145{ 151 170 | 142 9
10. Scallops 42| 149 136 113] 123} 17| 13 10

|_Total 69| 708 68| 676]| 672 68| 69

There are a number of reasons why U.S. seafood consumption, which increased approximately 25 percent during the early and
mid 1980’s, has declined or remained flat in the 1990’s. During the 1980°s, U.S. consumers became more health conscious and
began to reduce their intake of red meat. As red meat consumption decreased from 56.9 kg per person in 1980 to 51.3 kg by 1990
(a decline of 11.4 percent), demand for poultry and seafood increased. However, poultry benefitted the most from the decline
in red meat consumption, with chicken and turkey consumption increasing by over 9 kg per person since 1980. It is estimated
that 1995 per capita consumption of seafood in the United States will be down slightly from the previous year with shrimp

consumption at or slightly below 1994 levels. Beef and poultry prices remain low and many seafood items remain high (at least
by comparison). ‘

71
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Today, U.S. consumers, while still health conscious, are more concerned about getting good food value for their money, and
seafood is increasingly perceived as an expensive, "special occasion” purchase. In addition, U.S. consumers now want seafood that

is more convenient and “user friendly." Consumers want "value-added" seafood with greater convenience, less waste and easier
to prepare and store.

D. Value-Added Seafood, What is it?

To the Producer: Further processing of a product that provides revenue greater than the cost of additional processing,
And/or: Further processing that increases sales volume without a decrease in profit margin. Examples: peeling, cooking,
breading.

To the Importer/Wholesaler: Products which: reduce labor, decrease waste, have onger shelf-life, are easier to store
or distribute, offer increased profit or result in increased sales.

To the Consumer: Products which: offer greater convenience, are easier to prepare, taste good, are efficiently packaged,
are healthy, have good storage life and are priced fairly.



The U.S. Seafood Market
Trends and Opportunities

Howard M. Johnson
H.M. Johnson & Associates

Major U.S. Seafood Trends
World Supply

< Rapid increase in wild catch through 1980’s

» Annual world supply now 100 million tons

° Aquaculture contributing 16 million tons

< World per capita supply declining

o Future increases must come from
aquaculture

* Seafood demand in China increasing

World Seafood Supply 1983-1993
Commercial Catch Peaked in 1989

83 84 85 38 AT &2 29 0O 9 92 93
1

= Catchal
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U.S. Market Overview

< Per capita consumption 21lkg (live wt.)
« 2.6 million tons of imports
© 3.6 million tons of exports
« Domestic sales $18.6 billion (wholesale)

World Seafoed Supply 1958-1993
Rapid Growth in 1960’s and 1970°s

Million Meiric Ton

SE606204 4L TDT274 76 TR SO W2 4 36 82 00 92

World Food Fish Supply
Aquaculture Drives Future Increases

\#/



World Aquaculture Production
Steady Increase in Past Decade
161 Wamon Metric Tors Live Weight
14
12
10
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Major U.S. Seafood Trends
U.S. Supply

* Domestic catch steady and well-managed
» Imports level but value increasing

o Shrimp imports total $2.6 billion

* Aquaculture an important supply source

Major U.S. Seafood Imports

1. Shrimp 32, 654 million
2. Lobster $ 448 million
3. Whole Tuna $ 426 million
4. Groundfish Fillets 3 337 million
5. Camned Tuna $ 286 million
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World Fish Catch Per Capita
1988 Peak Unlikely to Be Reached Again

U.S. Seafood Supply

Thousand Tons

85 86 87 88 B89 90 91 92 93 94

®importts
BU.S Catch

U.S. Shrimp Supply

Thousand Tons Head-off Weigit
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1995 U.S. Shrimp Imports - Asia

Country ‘000 MT Import Rank
Thailand T8 1.
India 178 4,
China 14.6 S.
Indonesia 53 9.
Bangladesh 50 10.
Pakistan 23 18.
Philippines 2.1 19.
Singapore 1.7 20.
Vietnam 1.3 21,
Malaysia 1.2 23

U.S. Per Capita Seafood Consumption
Little Increase in the Future

Kg Per Capit

U.S. Shrimp Consumption

K Per Caplta (Edible Waight)
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Major U.S. Seafood Trends
" Consumer Issues

 Per capita consumption level at 6.8kg

 Low poultry/beef prices put pressure on
seafood

* Supermarkets changing seafood
departments

* Growth in value-added seafood products

U.S. Seafood Consumption Trends

Species Consumption Trend

1. Canned Tuna 1497 grams Down

2. Whitefish*® 1275 grams Steady/Up

3. Shrimp 1180 grams Steady/Down
4. Salmon 505 grams Up

5. Catfish 388 grams Up

6. Clars 247 grams Steady

7. Crabs 142 grams Down

8. Scaliops 132 grams Up

* Pollock, Cod and Flatfish

Key Species Trends: Tilapia

» World production tops 650,000 tons in 1993
» Strong U.S. market developing

= U.S. imports exceed 7,000 MT in 1995

* Frozen fillets may be best U.S. market

= U.S. wholesale price $2.75 for frozen fillets
= Price will drop as supply increases

* Quality is key

Wl
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What is Value-Added? What is Value-Added?
To the Producer To the Importer/Wholesaler
; * Reduced labor
. Furﬂ.ler processing of a product that ¢ Less waste
zmm re;renue greater than the cost of the  Easier stocking/storage/distribution
¢ Further processing that increases sales .+ Increased profit
* Increased sales

volume without a decrease in profit margin.

What is Value-Added?
To the Consumer

* Greater convenience
° Easier to prepare

* Tastes good

* Efficiently packaged
 Healthy

= Good storage life

* Longer shelf-life

\



