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Copies of the Complimce Policy Guides (CPO) .efeaeoced in die ICtioo level list 1liiy b.
purchased from:

National Tecbnical InfOJllllltillll Service (NTIS)
528S Port Royal Road
Springfield, VA 22161
Telephone (703) 6OS-6OOO
Order number: PB97 915 400

FDA's Compliance Policy Guides lR ace fssible via die Iulauet:

ht!p://www.fdl govl

Substuee

Afl,toxjn
Aldrin &: Dieldrin
Benzene Hexachloride
Cadmium
Chlotdane
Chlordecone <K.cponel
Dicofol (KeltbaPel
DDT. DOE. mE
Dimethylnitro'prnjoo lNilm!lndjJMhyJpminel
Ethylene Dibromide lEPBl
HepblGhlor & Heptachlor Epoxide

!&Id
I jM'nr

Mercury
Methyl Alcohol

Mm
N_Njgpyrnigcs
PuaIytic Shellfj!!h Toxin
Pohg1nripated Biphenyls lfCBsl



ALD~

iii • Aet:IoIl ltIfes_ceCOm.....;y LeftI (pp_)

AIDltit 10.03 ICPG S7S.100

Animal feed, processed 10.03 CPGS7S.100

Artichokes 0.05 OOS7S.100

Asparagus 0.03 CPGS7S.100

Bmmas 0.02 CPGS7S.100

Beets (puleo mel sugar) 0.1 ICPG S7S.100

Beet.. (puleD 8Dd supr) 0.05 CPGS7S.100

BrocroIi 0.03 CPGS7S.100

BrusscI sprouts 0.03 CPGS7S.100

Bulb vegeIBbles 0.1 ICPG S7S.100

CabbIp 0.03 CPGS7S.100

Carrots 0.1 CPGS7S.100

CauIi1lowa" 0.03 CPGS7S.IOO

Cereal graiDs (ac:ept buckwheat, millet, teosiDte, aod wild rice) 0.02 CPGS7S.100

Celay 0.03 CPGS7S.100

CloYa' 0.03 ICPG S75.100

Q)IJanIs 0.05 CPGS7S.100

Cowpea hay 0.03 CPGS7S.100

Cuf:urnhen 0.1 CPGS7S.100

EgpIaDt 0.05 CPGS7S.100

Eggs 0.03 CPO S7S.100

EDcIiw (C8CIIOIc) 0.05 CPOS7S.100

FldS aod oils (anjmaI feed) 03 CPGS7S.100
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ALDRIN &Dni'T~ CAIII.'d. \
Commodity"

Ad••
R&f eau'Lewl(PP_)

Peanu1s O.OS CPGS7S.l00

Peanut hay 0.03 CPGS7S.IOO

Peppers O.OS CPGS7S.IOO

PimeDtos O.OS poS7S.lOO

Pineapple 0.03 CPGS7S.lOO

Pome fruits (except craberJpla IIId loquats) 0.03 CPo S7S.100

Potatoes 0.1 paGS7S.IOO

Radishes 0.1 CPGS7S.IOO

Radish tops 0.03 CPGS7S.100

R!I"'beps 0.1 CPGS7S.100

SalsifY roots 0.1 CPG57S.100

SalsifY tops O.OS CPGS7S.l00

Small fruits BDd berries O.OS CPGS7S.l00

Soybean hay 0.03 CPGS7S.l00

S;.:b 0.05 lao S7S.l00. P

Squash 0.1 CPGS7S.l00

StaJe fiui1s (except Cbic:bsaw. n-",.o...1.,., w plums,1IId
0.03 CPGS7S.l00

Ilcldw)

Supbettpulp (rinal feed) 0.1 CPGS7S.l00

Sweet puffhcs 0.1 CPGS75.IOO

SwiIs c:bard O.OS CPGS7S.l00

TlDgeaiues 0.02 CPGS7S.l00

Tonwtnes O.OS CPGS75.100

Tumips 0.1 CPGS7S.l00
'I

1
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BENZENE HEXACI{LORJDE l.IIIQ \
~

1

Com~ Ll.eaa
LeftI (ppIa)

Animal feed, pnJCCSSCd O.OS CPGS7S.I00

Apples 0.05 CPGS7S.I00

Asp8ragus 0.05 CPGS7S.lOO
~

Aveuctoes 0.05 CPGS7S.I00

Belms 0.05 CPGS7S.I00

1JrtuIIietI (cole) leafY vegetables (eltcept broccoli rub, and npe
O.OS CPGS7S.I00

1greens) I,

Ccla:y 0.05 CPGS7S.I00

Canoes 0.3 CPGS7S.I00

Cereal graiDs (except bucItwbest, millet, popc:om, teosiute, and
0.05 CPG57S.I00

wild rice)

CitrusmJils O.OS CPGS7S.I00

Cocoa beaDs 0.5 CPGS7S.I00

Cucmbit vegetables (eltcept BeJIIID pe8II, Chhese waxguw....
O.OS CPOS7S.I00

gherkin&, aDd gourds)

Eggplant 0.05 CPOS7S.I00

Egs 0.05 CPOS7S.I00

EDdift O.OS CPOS7S.I00

Figs 0.05 CPOS7S.I00

Frog legs (edible porIiClll) 0.3 CPO S7S.10ll

Guavas 0.05 CPO S7S.10ll

Hays (JIftinu!I feed) 0.05 CPO S7S.10ll

LdbICC 0.05 .CPO S7S.10ll

Mangoes 0.05 CPG S7S.l0lI
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Pottay (cc:allDics)

FJatwan: (average of6 UDits)

Small hollowware (my 1of6 units)

Larachollowwarc (my 1 of6units)

0.5

0.5

0.25

.,

545.400

545.400

545.400

.1
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CBLORD~ \ 1

CoIlllllOditf A""-Leni R ' Mee'...>
.

• fat, n:odered 0.3 CPGS7S.JOO

.
• feed, processed 0.1 CPGS7S.JOO

0.1 CPGS7S.IOO I

0.1 CPGS7S.IOO

0.1 CPGS7S.IOO

.... ~ (wi1horwitbouttql8) 0.1 CPGS7S.IOO

~gteens 0.1 CPGS7S.IOO

. (cole) leafy~Ies(except Ixoccoli rub. Cbirne
0.1 CPGS7S.IOO• calNge. BDdnpe gteeDlI)

0.1 CPGS7S.IOO

I,. • 0.1 CPGS7S.IOO

~itrus fiui1s 0.1 CPGS7S.IOO

P- 0.1 CPGS7S.IOO

0.1 CPGS7S.IGO

BaPIaDt 0.1 CPGS7S.IOO

fish O.3(ectibIe CPGS7S.IOO
. JlUltioa)

- 0.1 CPGS7S.IOO

MelOllS 0.1 CPOS7S.l00

Pm 0.1 CPOS7S.l00

. 0.1 CPOS7S.JOO
I

0.1 CPOS7S.l00 4

. 0.1 CPOS7S.)OO I
0.1 CPOS7S.l00
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(ppm)
Refaesce,

lPeas 0.1 CPGS7S.100

Peppers 0.1 CPGS7S.IOO

.
Ie 0.1 CPGS7S.IOO ,

Pome fruils (except c:rabBpples IIId loqultS) 0.1 CPGS7S.IOO

P01lItOCS 0.1 CPGS7S.IOO

. (with or witbout tops) 0.1 CPGS7S.l00

.
tops o.I CPGS7S.IOO

D1JIabaps (with or witbout tops) 0.1 CPGS75.IOO

D'dabaga tops 0.1 CPGS75.IOO

~mall fruils IIId berries (except c:raobcrries, CWi&ll1ll, 0.1 CPGS7S.IOO
~dabeilies, goosebaries, IIId oJallie baries)

"pinri 0.1 CPGS75.IOO

0.1 CPGS7S.JOO

~tone fruils (except Chicasaw, J)M,,!SOII, IIIdJ..oese plums) 0.1 CPGS7S.IOO,

pAlloes 0.1 CPGS7S.IOO

.
cbInI 0.1 CPGS7S.IOO

~OiDlI1oc:I 0.1 CPGS7S.IOO

'. (with orwithout tops) 0.1 CPGS7S.I00

CPGS7S.l00
• uruip gnlaII 0.1

Tbe listed IIClioIIleveIs lie for JMidues ofchlOid8De, iDcludiDg CW- IIId tn:IIU-dIlOldlDc. cD
IIId tnrlI.HlOiI8chlor, oxydIlonl8ne, 1Ipba-, bda-, IIId 1""""e..e:IIIon1eDe. &lid c:II1cIIdrDe.
Levels ofiDdividull oH'ip"""1s iIIUIt be qwwlilided It 0.02 JlIIID or above &lid c:m6iijoJ ill
onIer to be lidded into the wchlollJ&IIewtoCI1 ft1ue.

The OLe pattao of the residue detamiDes whicb Jef...wce !d1'·"'UI(5) will be aed fir
qwwIillltioo. If the residue pattaD iiIItChes that of teelmiCll1 c:hIonIme, quaulillde apinst I
teelmiCll1 chlOid8De reference standmL If the residue ronsilds of identifi"'~ indivicIaII
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components (i.e., cis- and trQII9-chlordane, cis- and trans-nonachlor, oxychlordaoe, alpha-,
beta-, and gamma-chlordene, and chlordene), quantitate individual components against their
respective standards. Sum individual values to obtain the total "chlordane" level. Do not
include levels ofheptachlor epoxide in the summation.

(") Action levels for crop groups cover all commodities specified in 40 CFR l80.34(f),
unless an exception is noted.

CBLORDECONE
(Decachlorooctahydro-l,3,4-methano-2H-cyclobuta(cd)pentalen-2-one)

(Previously listed as "Kepone," the trade name for chlordecone)

Commodity Actio. Level (ppm) Reference

Crabmeat 0.4 (edible portion) CPG575.100

CPG575.100
Fish and shellfish 0.3 (edible portion)

DlCOF~
(l,l-Bis(p-chlorophenyl)-2,2,2,-trichloroethanol)

(Previously listed as "Kelthane," the trade name for dicofol)

Commodity Action Level (ppm) Reference

CPG575.100
Animal feed, processed 0.5
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eommoctfty* AcdaaLftel Rf

n ,
(ppIa)

~Anjmal feed, pI<lC =srcd 005 CPGS7S.100

Artichokes 005 CPGS7S.100

Asparagus 005 CPGS7S.IOO

Aycwadnes 0.2 CPGS7S.100
,

Bccls (rooIlIlIId topB) 0.2 CPGS7S.100

. (cole) leafy vqpDbles (except mx:coJj rub, 005 CPGS7S.1OO
Chinese muslllnl Qlbbase, lIJld npe greeos)

Canots 3 CPGS7S.IOO

Cereal grains (except buckwheat, fresh lIftCtcom, 005 CPGS7S.100
mi1Iet, popc:clID, u:osill'iC, lIJld wilcl rice)

Celery 005 CPGS7S.100

Citrus fi:ui1s 0.1 CPGS7S.100

Cocoa bcaos 1 CPGS7S.IOO

Com, fresh sweet 0.1 CPGS7S.IOO

C«tonswl 0.1 CPGS7S.IOO

Cooumben 0.1 CPGS7S.l00

Egpbmt 0.1 CPGS7S.IOO

Egs 005 CPGS7S.100

EDdive (escarole) 005 CPGS7S.100

Fish
S(edible CPGS7S.100
JIOItiw)

Gnpes 0.05 CPGS7S.100

Guavas 0.2 CPGS7S.100

Hay 005 CPGS7S.100

Hops 0.1 CPGS7S.l00

I
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DDT DDE & TOE C t'd, , , O! • \

CommodJ~
Action Level Reference

(ppm)

Legume vegetables (except guar, jackbeans, lahlab
0.2 CPG575.100

~beans, and lentils)

Lettuce 0.5 CPG575.loo

Mangoes 0.2 CPG575.IOO

Melons 0.1 CPG575.100

Milk 1.25 (fat basis) CPG575.100

Mushrooms 0.5 CPG575.100

Okra 0.2 CPG 575.100

Onions (dry bulb) 0.2 CPG575.100

Papayas 0.2 CPG575.100

Parsnips (roots and tops) 0.2 CPG 575.100

Peanuts 0.2 CPG575.100

Peppermint bay 0.5 CPG575.100

Feppeiwiot oil I CPG575.100

Peppers 0.1 CPG575.IOO

Pineapples 0.2 CPG575.IOO

Pome fruits (except crabapples and loquats) 0.1 CPG575.100

Potatoes 1 CPG 575.100

Radishes (roots and tops) 0.2 CPGS75.100

Rutabagas (roots and tops) 0.2 CPGS7S.IOO

Small fruits and berries (except elderberries, grapes and
0.1 CPGS7S.IOO

olallie berries)

Soybean oil (crude) I CPO 575.100

Spearmint bay 0.5 CPG575.100
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IDT DDL Ii: TDE. CODt'd.,
\

Commodity" ~Lnd W-iMt\(ppm)

Speannint oil I CPGS7S.IOO

SpiDach 005 CPGS7S.IOO

Squash 0.1 CPGS7S.IOO

Stone fiuits (except Chic:bsaw, DamllOll, 8IId J",IMlIC 0.2 CPGS7S.lOO
plums)

Sweet potataes I CPGS7S.IOO

Swisscbard 005 CPGS7S.IOO

T(Wllatocls 0.05 CPGS7S.lOO !

Tomatop..._ 005 CPGS7S.IOO

Turnips (J'OOlS mel tops) 0.2 CPGS7S.IOO

Tbe listed dOD IcveIs are fo£ residues of the~ pesticides indiviclulDy, or in
combination. However. in addiJJg IIIIOUD1S ofDDT. DDE aod TOE, do DOt COUDlllllY oftbe
three found below 0.02 ppm fo£ IIOO-&tty food, IIDd 0.2 ppm for fish, cas. aDd .....

n ActioD levels fur aop groupe cover all commodities specified in 40 OR. lllO.34(f),
unless aD exceplioo is ooted.
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DIMEIHYLNITRPSAMINE (NITROSODIMETJ!YLAMJNE)

Commodity Action Level (Ppb) Reference

Barley malt 10 CPG57g.500

CPG510.600
Malt beverages 5

ETHYLENE DffiROMIDE (EDB}

Commodit,a
Action Level Reference(Ppb)

Grain products, intermediate (milled), must be cooked prior to
ISO CPG575.looconsumption

Grain products, ready-to-eat (cooked), require no cooking prior
30 CPO 575.100

to consumption

Honey, rcady-to-eat (will not undergo further processing prior
30 CPO 575.100

to consumption)

Fish 0.3 (edible CPO 575.100
portion)

Fruiting vegetables 0.01 CPG575.1oo

Grass forage, fodder, and hay 0.01 CPG575.1oo

LeafY vegetables (except Brassica) 0.01 CPG575.100

Legume vegetables O.oI CPG575.100

Milk 0.1 (fat basis) CPG575.100

Nongrass animal feeds 0.01 CPG575.100

Peanuts 0.01 CPG575.100

CPG 575.100
Pineapple 0.02

(") Action levels for crop groups cover all commodities specified in 40 eFR 180.34(t).

I'll



I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

-

UlTACBLORAND IJ.EPf.AWLQJl Il9XmI. \
Cc>~ Adioa LegeI W-) Rfc_'
Animal tald, processed 0.01 CPG575.IOO

Artichokes 0.01 CPG575.IOO

Asperagus 0.01 CPG515.IOO

.
(cole) lea1Y vegetabIcs 0.01 CPGS7S.IOO ~

Bulb veg:tables 0.01 CPG515.IOO

Cereal grains 0.01 CPG51S.IOO

Citrus liuits 0.01 CPG515.100

Q>ttcrs::d 0.02 CPO 515.100

Cucwbit vegetables 0.02 CPO 515.100

Eggs 0.01 CPO 575.100

Figs 0.01 CPG515.100

Fish 0.3 (edible poniCJIl) CPO 575.100

FruitiDg V18 -tables 0.01 CPG515.100

Grass fcn&e, fodder. md hay 0.01 CPG515.100

LcIfy VVJablca (aceptBrtwica) 0.01 CPGS75.IOO

Legllme legmbles 0.01 CPG515.100

Milk 0.1 (&tbllil) CPGS75.100

Noognas IIIIimaJ feeds 0.01 CPGS75.IOO

}'eannIs 0.01 CPG S7S.IOO

PirPawle 0.02 CPGS75.IOO

Pomcfruits 0.01 CPG 575.100

Rabbit 0.2 (&t....). CPG 57S.l00

Root md tIIb« vqeCablca 0.01 CPG S7S.l00

SalsifY tops 0.01 CPG 575.100

I'
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HEPTAcmOR AND HEPTACHLOR EPQXIDE, Cont'.!J. \
Commodity" Action Level (ppm) Reference'

Small fruits and berries 0.01
CPG 575.100~

Stone fruits 0.01 CPG575.100

CPG575.100
Sugarcane 0.01

The listed figures are for residues of the pesticide and its metllbolite individually or in
combination. However, do not count heptachlor or heptachlor epoxide found at a level below
0.1 ppm for fish, 0.05 ppm (fat basis) for mi1k, and 0.01 ppm for nonfatty foods.

(") Action levels for crop groups cover all commodities specified in 40 CFR 180.34(f).

nFor rabbits that contain insufficient fat to conduct an analysis on a fat basis, analyze
the rabbits on a whole product basis (edible portion) and, assuming 10 percent fat content,
use 0.02 ppm as the action level.



LEAD

CoIlllllOdity AdIoa Level CJaWmI .ft.LaceI..............)

Ceramicware

FIatwaIe (average of6 UDi1s) 3.0 CPGS4S.4SO

Small hollowware (Olber tban cups aod 1Jl1I8Il) (any 1 2.0 CPGS4S.4SO
of6l11Ji15)

Larp hollowware (Olber tban piteben) (auy 1of6 1.0 CPGS4S.4SO
uni1S)

Cups aod mugs (auy 1of6 UDi1s) 005 CPGS4S.4SO

Pi1chers (auy 1 of6 UDi1s) 005 CPGS4S.4SO

Silver-plated hollowware

Product jntencted for use by aduhs (avenge of6 7 CPGS4S.soo
lIIJi15)

Product jntencted for use by infants aod cbildma (auy CPGS4S.soo
005

lof6uni1S)



\

(") Rcfca- to 40 CFR 180.34(1) for oommodjtics cowred by this food group.

e"> Olhcr Ibm those COi""iOOitiCS specified in 40 CFR lBO.)33.

~ \
CoIlUll4MllIy ~LewI(ppa) Jbletwce ,

Animal feed, processed 0.1 CPGS7S.IOO

Artic:bokcs O.s CPGS7S.l00

Barley 0.1 CPGS7S.IOO
,

Be8Ds O.s CPGS7S.IOO

Citrus fiuiJ(a) O.s CPGS7S.IOO

Coooa beaDs, whole raw bean O.s CPGS7S.IOO

Com. fresh sweet O.s CPGS7S.IOO

Com 0.1 CPGS7S.IOO

Egs O.s I CPG S7S.IOO

Endive O.s CPGS7S.IOO

Fi8ll O.s CPGS7S.IOO

Hay 0.1
I CPGS7S.IOO

Mi1k 03 (fill bais) CPOS7S.IOO

Oats 0.1 CPGS7S.IOO

Peas O.s CPOS7S.IOO

Rice 0.1 CPGS7S.IOO

Root veaetablcs'" O.s CPO S7S.)00

Rye 0.) CPOS7S.)OO

SrnaUfiui~ O.s CPGS7S.)OO

Soigtmm (milo) 0.1 CPOS7S.)00

Tumip gn:cas O.s CPOS7S.)00

I

CPGS7S.)00
Wheal 0.)

I
I
I
I
I
I
I
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Coouoodlty AdioaLevei Rel'eJi _tie

Fish. sbellfisb, cruSlllC...ns, 0Iber aquatic 1ppm methyl_em), in odible CPO
animals (fresh, frozm or pot: II ctI) 540.600

1ppm 011 pink Irr:mrh lIIld III CPG
Wheat (pink kcmcls oaly) avenaeof10 ormore pink 578.400

bmeJslSOOg

Cemmedlty

0.35

RI ce

CPG510.200

r

I
I
I
I
I

e.........t' Acdoa LewI (pp_) Rel'vwte

CPGS75.IOO
Fish 0.1 (edible porticJa)

N-~

Cmnmodlty A~ LeftI (ppb) HI .ce
CPGSOO.4SO

Rubber babybottle DippIcs 10

==== .-=

COm....dlt' AdlMLenI RIA ace

Clams, JIB' cis, oysIaS CPG54O.2S0
80 JiWlOO g IIICIl

(fu:sh, frozcu, and Cl8i"wI)
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PO'LYCHLORINATED B

;/
IPHENYLS orCBIS),

Commodity
Action Level (ppm) RefereDee

Red meat
3 (fat basis)

CPG565.200

=#

___--..r-------_. z·

[~~J

Industry ActivitieS seia.ffBooklet: March I998

Hypertext updated b~ j3b/dmslIwklear 1998-AUG-IO
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15. Mycotoxin Analysis Training

16. Drug Analysis Training

17. Pesticide Residue Analysis Training

18. Entomologist Training

19. Microbiologist TAining

20. EDgineer Tpiping

21. Private I.Ahnptnries

22. Courtroom Testimony
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CHAPTER 21

GUIDANCE ON THE REVIEW OF ANAL'Y11CALDATA

GENERATED BY PRIVATE LABORA'I'ORD:S
21.1 OBJECTIVE
21.2 INTRODUCTION
21.3 GENERAL GUIDANCE
21. 4 SAMPLING AND ANALYTICAL REQUIREMENTS
21.5 AUDIT SAMPLES, SITE VISITS, AND CONSULTATIONS
21.6 REPORTING TO HOME DISTRICT
21.7 REPORTING TO HEADQUARTERS
21. 8 REVIEW OF FOREIGN LABORATORIES
21.9 PROVIDING GUIDELINES TO PRIVATE LABORATORIES
21.9.1 Sample Collection
21.9.2 Analytical DocuDentation
21.9.3 Reporting
BXRDlJ:'1' 21-A 8llNPLI: mr.T.KCn0lf.~ JalN
BXRIBI'1' 21-B ANALYSIS .~~

11.1 ObjediYe

To establish a UDiform, systemetil:, aDd effec:tivc: appUKh to _ tUt ..it_ laboI....ies
ronduc:ting aualyses on U.S. Food aDd Drug AdmiDisIntioo (FDA) regn'md flIMiliI-.dities
submit scientifically SOUDd cIIta. AItbough FDA hIS DO IClisJ!!IWe iidbuiity to diaedly
regu1ate tbcae private laboratories. this guicIancA- is provided to &i&Uhl 1be lICk diljc:
aedibility ofdIIta submitIed to 1be Afp1cy.

11.1 ............

For mmy years. FDA hIS m:ogoized 1be role ofprivate tc:stina IaboIlIluiiea iD Cft....... 1be
quality aDd safety of FDA rcguI8Irld oomrnocIities. both dorn Ii.: aDd iwpcallid. I)JM' Iii:
firms whose JHoduct(s) is (Ire) UDder seizure by FDA may cIIlIIe to file claim to tbeir ..CIlIId
aDd CD1e£ iDto a o."lDt I>eaoc ofCondenmari9n, wi1b 1bepi of1Jrinlinl tbeir"~I)
iDto compliance The firm may CODbKt 1be aervic:cs of a private IaboIlIluiy to __ 1be
rec:onditioaiDg of 1be product. Likewise, to teiWbC oper....... dorn lie &.. UDdr:r
iDjuDc:lion may dIooee to usc a priwte Iaboiatoly to evaluate aDd briDg tbcir"~I) _
complianc:c. Iaaascd ICiDtiDy of impwt COMIIII'Odities aDd !imi'llions 011 A.,..:y _ces
Ire Iikcly; tbeaefule, CIif..':aneat effilds will be expedited by 1be _ ofDillificaDy IOUIId
elida provided by private Iabondorics to detamlne if........ shooJd be aI10wed amy.
Programs such as IQJtomafic cIefadioD~ iDacased 1be _ of private IabonIories by
importasIbroIca UDder such JHGgiams, c:ornmodities Ire DOt pamitted amy iDto 1be United
Stales wi1bODt sciadific IIIIlIIytical elida demoilllbidiDg compIianc:c wi1b U.s. fedenllaws aDd
regulatioas. While in IOIIIe iDItIDCes this hIS Illevimd 1be IIIIlIIyticaI WOIkIOId on FDA
district Iaboillluiics, review ofelida pecht: I &om private Iabontories for 1tialti1ic: iDtqpity
c:oDtiDaes to n:quiJe iDc:re:ased raources, iDc:1udiDg audit -.lysis by FDA.

h is estimated tbat over 100 private labuillluiies Ire cwieudy beiDa UICld by
importasIbrokas to gena_ dIIta for submission to FDA. wi1b maay doiD& wort for _
than one district. While this guidance is written iD mmwc:e to private 1aboI1Iluiics, it is iC8IIy
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the user of the private 1IIboratory, the imporltrJ1xokA or Mmcstic firm, who is nlli" rtely
respoosible for the COIIIIIlOCfities compJisDce widJ FDA Jawa md ....11tjms If. privIIe
Jabmatoay does not provide acceplable evideDl:c II' douiliwd••ioD 10 lIUf01IOIt the c:mtibility
of its aDII1)'llCS, the importeJ1broter, iDdividuil, ..meump, corpolldiou, firm, etc. belli the
respoosibility IDd consequmces of the~.Reli_ 011 .-lyticIl diJa povided by
private Iaboritories necessitates • uniform, syRnltio;, md efti:aift iippiOllCb. FDA IlIDIt be
assured tbit scieDtific aDII1yticIJ dita supplied by pivate Iaboodories is 1CCIJaiciJIy valid, hili
been obtiiDcd usiDg IOUIId metbodI ofIIIIIplingmd aalysis, IIId his bid locopiml quItity
lISSW'II!CCllDd quality control lCtivities IJIPlied thit -lICUfllIbJemthe Agerv;y.

11.3 GeaerlII Gwld-ee

ThcR are a number of steps thit the cfiJIrict offices CID tikc 10 fiM:iti1IIJ: ....iug the
CRllhbility, 1ICCUIlIC)', wJjdjty, IIId reJisbility of scic:ud1ic: IIIIIylicaJ diIa tiom privIIe
Iibora1Ories.

For the SIIke of cftjcjeacy IDd JUstaricaJ peilipec:live, the disIric:t ofticcB may WIIIIt to msurc
tbit it his certain iufmmatiOll 011 file 011 ClidI priVIlte Jabolatoay dJiI suIJaJhs IIWyticaJ
piCkips 10 FDA. The infOllDlllioo IDly come tiom visits 10 the privlR laIu..y, biocbwes
distributed by the Jiborarmy desaibiDg its CIpIIbilities, or quiIity ISIIWBDCC " ..mill. Some
eXllmples ofuseful infonDIdj0ll1O be gaoJheaed IIId ,n.inN mllow:

-Types of imI)'SCS perfutmed by the private 1IbqltDiy 011 Fee "I"'*" impoiled
cc)lliliMldities. Such I list iDdiCiles !be scope of their busi:Fress IDd IDly ISSist in devdoping
aiteria 10 assess the Iibon1Oty's perCOJD"'I'CC

-lnfonDItion C'AlDCX'"ring the backgrouDd IDd IniniDg ofdie lIIIiJyIJB in the J:aballiby. 11JiI
infomIlItiOll is helpfiJJ in assessiug!be Cip8bilities of1lbqikiJj penoMJIcl

Eqllipment IVIiJabIe for condncting the 1IIIIyses. This lids in dd iili"i.. wIeIbcr
iippiOjliWe facilities IDd IIppalldWI are awiJible Jo perC..m the lequhed IDdIJodI

-Informalioo on the IllbaldUiy's intemIl quality CXIIdnII (QC) J*OIi- (ie.. _i"tiMa IDd
caJibnliOD of equijc,M'JId> sllmdanIizatioo of soIutioni, etc.) ad quItity ....BDCC (QA)
..oga.... (ie. reoord keeping. audits, eJc.). Thia infommioa lids in evIJlIIIiug !be validity of
lIIIII1yticaI ditagael*" by the labonItory.

-1DfonDati0ll on II private Iabor..y's level of Cj(!i1iOlilmeUt IDd eax:e to its wrilllii
QAlQC programs. This would be demonsIi led by aW "II of. wtilllii __ by the
ex1t:Dt 10 wlUcb the SIldJ'e1I'ec:liYdy uses die J*OIiIlUL

-RqJorls of FDA she~ TIese repurls are vUuable to assess the level of chwi-w:y in
performance by the private laboratory IDd 10 dcJo>anad obIervmoDI tbit could DOt be IIIIIde
witbout II si1e visit.

If the district office ClIIIDUl oblain the iDfonDaIioo it~ 10 iippiOjli"&'3' .mew the
scieatific maIyticIJ dita gael*" by the private Jabonducj, ei1ber diaectly tiom the
Iabor..y II' dIIOugb the impoolei/buJbr or domestic finD, the imlyticaJ pacb.. wiD be
c:oariclered inol.nplete. Without aedible iDformatioo, tIere is 110 way of ....... tie
lICieDtific integrity ofthe dita being submiUed.
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21.4 SampliDg aDd Analytical Requirements

Samples for analysis must be collected to appropriately represent the lot. Ideally, sampling
should be perfonned by a disinterested, objective, third party. If, in the judgment of the
reviewing district office, the method of collection does not result in a representative sample,
the analytical package would be rejected.

The importerlbroker or domestic firm must submit an analytical package that contains
documentation of the sampling scheme, method of collection and preservation (including
storage conditions), analytical method(s), data generation, and certification (signatures and
dates) ofthe procedures.

The district office should encourage the private laboratory to discuss with the appropriate
district office staff the documentation format and any other information that, when submitted
for review, would ensure the adequacy and validity of the data,

The analytical package will be reviewed by staff from the servicing science and compliance
branches of the district office and headquarters office, as necessary to determine the validity
of the reported analytical results. Analytical results will not be accepted if technically
significant deficiencies exist. In some cases, the package may be returned to the private
laboratory through the importerlbroker or domestic firm for additionsl information before a
fina1 determination is made to accept or reject it.

21.5 Audit Samples, Site Visits, lIIId Consultations

The district office may determine that an in-depth assessment is necessary to evaluate the
capability and/or capacity of the laboratory to satisfactorily perform certain analyses. For
example, the district office may wish (I) to observe that equipment to conduct the proposed
analyses is available and in good operating order, (2) to review the adequacy of the
laboratory's quality assurance and record-keeping programs, or (3) to observe the techniques
and practices of the scientists and technicians during aetua1 analysis. These information
gathering activities provide a picture of the laboratory's capabilities. One way this can be
accomplished is by conducting periodic audits of the analytical results through FDA sampling
and analysis. District offices may base the frequency ofaudits on the following:

-History of prior audit checks of and contacts with the laboratory, including previous
submissions to FDA.

-Experience of the laboratory and analysts in a particular technical area requiring special
skills, such as organoleptic screening for decomposition offoods

-Comparison of the laboratory's reported results for a commodity with findings by FDA or
other laboratories.

FDA laboratory and investigational workload should be considered in committing FDA
resources to resolve issues with a private laboratory. While FDA should be helpful in
providing guidance and advice, it is the responsibility of the importerlbroker or domestic firm
and the private laboratory to provide FDA with the documentation and assurance that is
needed for regulatory decision-making.

Site visits should ideally occur when the analyses at issue can be observed, and should be



sebeduJed in advance with the priV8le Iabontmy duough the imporlerfo>iuka 01' t........ jc

fum whose sbipmeDt or lot is~ review. While 1IIClIc visi1I_ best IClOOIIJP'is!wl1btouP
a teIiiJ approach involviDs dislric:t or IqIiooal laboratory pene'''d, inWllllipton mdlOI'
juspecton. the ou-site visit c:au be rondllcted by cxperieDced FDA lAbcaatmy JlCI'''-,,'CI
alone. Iu Ibis case. the Iaboiawry pasumel should di8CllSl the i*ocedwti with iJM:stip,M••
lIIId compliance brauch Slaft'prior to the visit.

luvi1Dlg the private I8boJatory's mlJlljduent to meet IIIId dilCUl' the istuea CII' problems may
facilitate their resolutiou. 1llae COiltIctS should be sc:heduled 10 _we dill eff'Cdiwe
dccision-makiug is DOt deIa~ IIIId ICliOUiQii lIftl DOt overly tIxCd. The itip' -wible
brokerlimporter or domestic finD IIIIIJVagCIDeII shouIcI be uob1ied md iaviIed to such
discnssiOllB as ilJlPiopidte. The dislric:t office SId" sbouId proWIc the finDs wi1b cJarly
defined reasons why the lIIIalylical resuhB _ DOt 8OC' jAablc lIIId with the cri1eria dill IIIIIIt be
met for MX:eplBiiCC.

Ifthe private Jaboiatory either Dils to JlIOVidc cIo-,:uhp,dldioo do........ the CIIpIbiIity to
produce teelmically SOUDd d8Ia 01' decliuca 10 mUc it avaiIIbIe, the disIrict office sbooJd
advise the private Iabontory, as well IS the iwpoIlICI1biuka or .......lic finD usiDa its
services, that its aualytical d8Ia will DOt be lICCCpted 1IIItiI the IIIlIlla' is "'is1icttwjJyftIOIwd.
When a specific aualysis CII' all aualYICI tiom a laboraIoIy _ fouDd to be drficient, the
Divisioo of Field Scic&cc (Df'S). HFC-I40. must be i*WJplIy DOtified ill writiDI via
EMSIFAX to allow IIOlificatioo of other dislrict offices &lid hcadquIatas. 11Ic Df'S IlIIff is
available to provick guidaucc in ItiOIving tedmical CII' other -- iDvoIYius prive
JaboilllOrica lIIId ClID asaisl in COOIdjumug with other COUipObEblB of the AF-:Y 01' FDA
officlca.

2U Repot.... to H...Dllblet

WheII private IaborateJrica do bn±ess CII' have Jicilitiea iu IIMftI districlB, it ..... be
m:oguizcd that all silea may DOt bawe fiill service capBbilities CII' eqaaI pafiJi"wc:c If.
dislric:t office detcrmiuea thai a private laboraloIy does DOt produce o-lSj'ln'lly wIid it
is Del ~ My to noli1Y all district offices iu which the laboJatmy opocdea, .. wdI • the ....
disIrict ofIice, aDd the Division of Field Scian ReconIs of liguificaut AfI:a;y deciw..
n:1aIiug to pnfut"_ ofa private Jaboiatmymust be lIaIt to the home cIislric:t office to bep
them informed JC8IiidiDg the S18IIIlI ofprivate IaboilllOriea in their juriJdiclicm. DiIIrict ofticea
should (utl"'Cl the home disIrict office for iDfonuatioo OIl a 1aIJonluy'1 capIbiIiliea.. In
additioa, all formal dealiup with • private labwatmy should be eootdjl-IM thruash abe
home disIrict office.

Di . . fF=_u "'~-- will . . _.l.r • =-"---"'- the _lo.:iJityThe VISlOIl 0 1AU~ , ••'F'.,n .... ml? III•• .IWUUI.-nJII em 8lXepI__

of private laboIatory mwIyses of FDA mgnl"'cd c>JIIIIIIClditiea. PriOI' to ddtU"i"j"l dill •
Iaboiatmy's aoalylical d8Ia will DOt be accepted for ceItIIiD lIIIalysea, abe district office is
CIlClI1IllIged 10 coasuIt with Df'S IDlI other FDA offices. Wbm a diIIric:t office bas
determiDed thai cert8iD aM1ysea pn:fiMn+J by • private IlIbc:iIkllY lie un. cepcabJe. lbc
dislric:t office will JXOIiiPIly provide DFS wi1b the f'oIlowiDg WOh"""':

-Name &lid addn:ss ofthe private IIborltlay. includiug an Iocatioas pertiueut to the issuc in
qucstiOD.
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-Listing of each type ofanalysis ofFDA regulated commodities performed by the laboratory
for which FDA will not accept scientific analytical data.

-For rejected analytical packages, a listing of the methodology, date on which the rejection
was communicated by FDA to the private laboratory, reason(s) for the rejection, analysts'
names if appropriate, and any other relevant information.

The importerlbroker or domestic firm should be kept informed by the district office of any
direct contact between FDA and the private laboratory, particularly when deficiencies in
analytical packages occur. Whenever analytical data from a specific analysis, or all analyses,
performed by a particular private laboratory are not acceptable to a district office, that district
office must notify DFS. Should the cause(s) of non-acceptance of certain private laboratory
analytical packages be satisfactorily resolved, the private laboratory, importerlbroker or
domestic firm, and DFS must be notified.

DFS will communicate appropriate information to district offices and Headquarters regarding
the acceptability status ofprivate laboratories.

21.8 Review ofForeip Laboratories

When evaluating scientific data generated by a foreign private laboratory and submitted by an
importer or broker, the same criteria as for domestic private laboratories should be used
sound scientific validity of the sampling and the subsequent analytical data generated. When
a Memorandum of Understanding (MOU) or other formal agreement exists with a foreign
country, review of their certificates of analysis for products should be in accord with the
MOll, as well as with the principles ofgood science.

If the district office has information (such as audit sample results) demonstrating that the
products are violative, the entry in question should be detained, despite certification, and the
applopriate offices, such as the Division ofImport Operations and Policy (DIOP), HFC-170,
and DFS should be notified.

mop and DFS will work with the International Affairs Staff and the appropriate Center
offices to resolve the problem.

21,9 ProvidiDg GuldeJIDes to Private Laboratories

To facilitate complete, systematic, and consistent submissions of analytical packages, district
offices may provide guidelines to brokers, importers, domestic finns, and private
laboratories. It should be recognized that these are only guidelines and that the information
requested must be based on sound regulatory science. There are numerous ways to get
information needed for regulatory decision making, i.e., audit samples, site visits,
consultations,etc. If appropriate information is not made available to FDA, consideration of
the data cannot proceed, thus invoking the next level ofadministrative action.

Whenever guidelines are provided, copies of the procedures should be sent to the DFS and to
mop To facilitate communications and retain consistency with other district offices, they
should be informed ofthe procedures.

Any questions regarding appropriate methodology should be addressed to the Division of
Field Science, HFC-140, FrS (301) 443-3320, after discussion with the servicing laboratory.

i,i!
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The intent ofprovicling private Iabontoty guidctincs is to eoabIe die Apx:y to baw elf«tive
and efficimt interactiOllS wi1h all respnasible plIItics. to eli_in.... dJc:Ie nx>.""o¥!ltioDs.
and to establish an effi:c:tive dialogue lIDIOIJg all involwd.

The following iDformation saves III guidaDce to broken, impotlal, or cIomatic firms who
employ private laboratories or otIos fm ample collectiCJll, .-lysis, lIIId ICflOIQ CD
commodities for review by FDA.

11.9.1 SulpleCeBeetf••

The following sample infotmatiOD sbould IICOOID)"D)' die ID81ytieaI 1"''''. to Idcquately
desCIibe die validity ofdle sampliDg prutedwe(s).

- Lot size lIIId iclmrifiC'riclo JlUDlbcr.

-Sample size, method ofcollectiOll, stoIIJC, IDd pr .atiGD [If.....upt_).

-Identity of the sample collector IDd dcsaiptWa of collectiOD dItD, iDcludiDa die ch8iD of
custody ofdle sample.

-Statement from the ample collector desI:ribiDg my unusual ollDcrvIdi«ms about the Iot.
OClIItaiDel(s), etc., relating to the iDtegtity ofthe SlIIIIpIe collected

lU.1 AuIyIaI ...... II

The aualytical priar and repaned resuI1s will DOt be CODSidend II:Uiloble if sood
scimtific priDciples 8Dd validated methods are DOt fOllowed. W10l dIere. 1ft: 1" ...... GIl
acc::eptability of a melhod of collectioD or .-lysis, IllSistaDce may be oInined from die
compliaIlce btaDch oftbe home dislriet oflic:c.lt is JUli.iiiloeuded Ib8t such adYice be .......
befme sampliDg aDd IIIlI1yses are 1IDdertakaL

The followiDg documeotatioD sbould be provided iD WIitiDa IDd wrified (siped ... dated)
fm each .-Iytical package to be submitted to FDA. SUch iDfotlllltiOD dm.......1tea Ib8t wlid
.-Iytical teeImiques and quality ISSUIIIIlC:CIquaiity CODIrOI prlIdic:es wa'e .-L

-Idaltity of die lIIII1yBt(s), Ipplupt. sipalUle(s), and date(s) GIl which die wodt ..
ped'OIiDed.

-Specific .-Iytical medJod(s) used, appropr_ mfeawc:es, ... my modi'" ..... IDIl iD
house vaIidatiODs ofthe meIbocI(s).

-SigtJCd WOIbbcets ",.'laj"i"8 die -'ytica1 dItD, iDsbWiJtiilt calibndioa elm, calcnlwtions,
duomalDgrams (of."'1'es, .a,.Ia"ts, IDIl bIIDb), etc.

-Source and pucedu,c for pep&i.... oflefealiblAl ...odaid(s), lIIId elida to ,......... purity.

-Odo' peatizoJt malytical dO"'i'"o"a'ioD, ie., photosnpbs of tbiD layer cIu'.,...........y
p1ales, whidJ may be DOC II Dl}' to deteamiDe die teelmical wlidity ofthe paclcap

lU.3Rqiwdq

All iepats submitted to FDA should adequaaely cb"i"W!t the ideadity ofdle lot wmpled, die
sampliDg putedwe used, 1he identity IDd integrity of the portioDs collected (hll!dliiJI,
stotage aDd documentstion), die malytical p«:edut'e or method, aDd die ICSUIts.
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As a guide, two report formats are provided as exhibits. They are not all inclusive and should
be tailored to each situation. A copy or facsimile of the label from the immediate container
and any additional labeling needed to evaluate the product should be attached to the
analytical report.

Exhibit 21-A is a collection reporting format. There are sections for the sample collector and
receiving analyst to complete. The condition of the lot from which the samples are collected
should be documented. The lot sampled should be described in detail sufficient enough to
relate it to invoice and entry documents. The containers from which the samples were taken
should be identified in detail sufficient enough to allow the collection of an audit (duplicate)
sample. ifrequired.

Exhibit 21-B is an analysis reporting format. For clarity. separate reports should be
completed for each individual analysis. The report should be detailed enough to allow the
reviewer to follow the analysis step by step and to understand and check all data and
calculations. A complete description of the method, sample analyzed, and findings facilitates
review of the report by FDA, thus expediting movement of acceptable imports into domestic
commerce.

In general, the analysis report should contain the method, weighings, volumes. dilutions.
instrument readings and conditions, matrix clean-up procedures, chromatograms. charts,
graphs, observations, and calculations of results. including those for reference standards. The
dates and methods by which standards were prepared should be reported. In addition, good
quality assurance and quality control principles dictate that blanks and fortified samples be
analyzed and that their chromatograms, etc., be included in reports of such analyses.
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EXBIBIT 21-A

SAMPLE COU-ECl10N REPORT FORM

Broker's RefereDce No.
Port ofEuUy ---------::T=-rn-.:Ic:-:'"Iic:-·m-..-=No., _
ImporterIBrokerofReconl
(Name. Address, Pbooe) -------

Grower Shipper _

Addras~ _

DescriptiOD ofProdud

DesaiptiOD ofCon1aiDer

BraDd Name
Label Size -----------P-,-D-lIuct--------
Code'--- --'lInoiced Quantity _

Actual Qwmtity _

etJpy ""Moire A • I oP. -''J!Mf8 ...•••..:P • g I!Bbcl J\ 7 Iff Tl'J!Mf8
Carton Label Attached? YES/NO •••••••••••• Bulk Label Attached? YESINO

WlIRlbouseIFreezer Lot No.

Addras WhIR Sampled

MedaodofCollectioD-:::-_-:-- _

No. ofCartDaslDnJmsOpeued ~---------------No. ofhda!geslPortiODs FRIll! &ch _

WcigbtlVolumc ofPortiOD Q>!""lec:tcd..-.. _..,.- _
Ideotified byCoJlec:torOD &ch Portioa & _
MedaodofSealing _

DateofCOllectioa _

Siguatwe
COllcc:tor'sName _

COllcc:tor'sEmploJa: _

Supavising Fedc:raI Rqx I nlltive (ifIlDY) _

Date _

=:R----------
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EXHIBIT -21-8

ANALYSIS REPORT FORMAT
Description of Product _

Broker's Reference No.
FDA Sample No. _
Lab Sample No.
Date Received Seal Intact? YES/NO
Condition of Sample: Frozen
Refrigerated Ambient__~~~~__7
Sample Description (Size, No. of Portions)

Container Code. if Present

Portions Identified by Collector as
Portions Agree with Description? YES/NO
Date Analysis Begins Date Analysis
Completed~--;-;===-=
Method Used (Reference(s) and Any Modifications)

Analyst (s )=====-=- --;-:--=~
Number of Subsamples Amount Analyzed per Sub.~=,-= _
Total Amount Analyzed Sample composited? YES/NO
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How Composited

NOTE: Qearly indicate 011 each analytical worbbeet who did whit put olthc auaIysis, willi
signature(s) and date(s). Results: For c::xample. in pesticides. RpOI't residues fouIId in the
sample. Report the vaIucs for tile fortified aop, lIDfortified aop aod bIaDt. F."dl"@? UlIs'Il!'
Ide:otify equipment(BDd JlIlIIIletas) used to weigh BDd pile ~18 Wilf'les,1IIIIyze exb-a. etc.

Ubondory Direc:ta's ldatcmcut: Review of recotds indicate Ibat tile product BDd lot aefaaed
to in this report bIIve have DOt bceD subjec:t to prior" ...,. by this
laboilitory. If the lot bas bceD subject to prior lIIII1ysis by this IabOIlIlOl)', copies of the fiDIl
resul1s ate haeto attacbcd The prior auaIysis was c:ooducIccI OIl tile ibDowiDg dllc(s) md
c:ovaed by the following Jab tepOJt 1llIIDbc:t(1):, _

Signed Date
lJIporter's statement: '!'he analytical results subai'=t~t-:ed-::-~V1-;"·':"th:--':"t"-hi':""s-r-e-po-rt"'"
include all analytical work related to this alllllple perfo~ by thia
laboratory and all other laboratories that lilly have conducted the analyses.

Signed Date,:-=;--=::----:;--;-::::-:-::"':"":'~-_
NOTICE: The knowing and willful malting of any false, fictitious or
fraudulent statements or representationa in any ...mer within the
jurisdiction of any department or agency of the Onited Statea ia a -atter
subject to the provisions of Title 18 of the O. S. Code. Section 1001.


