FOOD AND DRUG ADMINISTRATION
COMPLIANCE PROGRAM GUIDANCE MANUAL

PROGRAM 7303.844

CHAPTER 03 - FOODBORNE Bl OLOG CAL HAZARDS

SUBJECT:

| MPORT SEAFOCD PRCDUCTS COWVPLI ANCE PROGRAM

FY 01/ 02/ 03

| MPLEMENTATI ON DATE
UPON RECEI PT

COVPLETI ON DATE
9/ 30/ 03

DATA REPORTI NG

PRODUCT/ ASSI GNVENT CODES

PRODUCT CCODES
| NDUSTRY CODE 16, USE APPROPRI ATE 1.
PRODUCT CODES
2.
3.
4.

REPORT | NSPECTI ONS UNDER THE

FOLLOW NG PACS:

03844H HACCP | nspecti on of
I nporters

REPORT SAMPLE COLLECTI ONS, AUDI T
CHECKS, RECALLS, FIELD EXAMS
(fornerly Wharf Exans), AND

| NVESTI GATI ONS UNDER THE FOLLOW NG
PACs:

03844 Foodbor ne Bi ol ogi cal
Hazar ds

07844 Nat ural Toxi ns

09844E Col or Additives

09844F Food Additives

REPORT SAMPLE ANALYSI S AND LABEL
REVI EW UNDER THE FOLLOW NG PACs:

03844B Filth
03844C Deconposi tion
03844D M cr obi ol ogi cal

(i ncl udes % wat er phase
salt and nitrites)

07844 Nat ural Toxi ns
09844E Col or Additives
09844F Food Additives

THE FOLLOWN NG ARE NEW PAC CODES FOR
REPCRTI NG PURPCSES:

03R833 Entry Revi ew
99R833 Fil er Eval uation
04R824 Fol | owup to Refusals

Note: Material that is not rel easabl e under the Freedom of Information Act
(FO A) has been redacted/deleted fromthis electronic version of the program
Del etions are marked as follows: (#) denotes one or nore words were del et ed;
(& denotes one or nore paragraphs were deleted; and (% denotes an entire

att achment was del et ed.
NOTES:

** The field is requested to keep ECONOM C ACTI VI TIES normal |y conduct ed

for Inmport Seafood to a m ni num

GENERAL FOOD LABELI NG and NLEA coverage for inported seafood will be
conduct ed under the Inmport NLEA, Nutrient Sanple Analysis and General

DATE OF ISSUANCE:

FORM FDA 2438 (7/92)

pace 1




* %

PROGRAM 7303.844

Food Labeling Program (7321.007).

A. PROGRAM ASS| GNMENT CODES (PAC) and OPERATI ON CCDES (OPQ)

The foll owing PACs and OPCs are to be used for

under this Conpliance Program (C/ P):
1. Inspections (Qperations Code: 12)
03844H  HACCP I nspection of

2. Sanmple Collections, Audit Checks,

Exans), and Investigations (Operations Codes:
03844 Foodbor ne Bi ol ogi ca
07844 Nat ural Toxi ns
09844E  Col or Additives
09844F Food Additives

3. Sanpl e Anal yses and Labe

03844B Filth

03844C  Deconposition
03844D M crobi ol ogi ca
07844 Nat ural Toxi ns
09844E Col or Additives
09844F Food Additives

4. The followi ng are new PAC codes for

03R833 Entry Review
99R833 Fil er Eval uation
04R824 Fol | ow-up to Refusals

B. PROBLEM AREA FLAGs ( PAF)

Pr obl em Ar ea

Filth
Deconposi tion
Parasites
M cr obi ol ogi ca
Sal nonel | a Speci ation

Percent (% Water Phase Salt
pH
Nat ural Toxi ns

Food Additives

Recal | s,

(i ncl udes % wat er

reporting tine expended

| mporters

Field Exams (formerly Wharf
33, 17, 18, 21, and 14)

Hazar ds

Revi ew (Qperations 43, 52)

phase salt and nitrites)

reporting purposes:

PAFs
Col | ecti ons Anal yses
Fl L FI L
DEC DEC
PAR PAR
MC MC
SAL
SLT
NAR
Bl O Bl O
FAD FAD
coL CcoL *

Col or Additives

C. HARD CCPY REPORTI NG TO CFSAN

The foll owing hard copy reports shoul d
basis to:

Food and Drug Admi nistration
CFSAN Di vi si on of Conpliance
| mport Branch, HFS-606

be submitted on an as conpl eted
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PROGRAM 7303.844

Attn: Angel Suarez

5100 Pai nt Branch Par kway

Col | ege Park, MD 20740
HFS-606 will forward these reports to the appropriate CFSAN offi ce.
1. Inspections

For inporter inspections that were classified as QAl, subnmt the:

e EIR
e EIR endorsenent, and ensure that the following information is
i ncl uded:

e Conputer generated cover sheet
e FDA Form 483
 FDA Form 3502

2. Violative Sanpl es

For violative sanples only, a hard copy of the Analytical Wrksheets
nust be submitted as part of the case revi ew package. * %

3. Special HACCP hard copy Reporting

For all importer HACCP inspections, this conpliance programutilizes a
special reporting form the FDA Inport Seafood HACCP Report (FDA 3502),
which is faxed to a dedi cated phone line, (301) 436-2885, on an as-
conpl et ed basi s.

In the event that the report cannot be faxed, the original should be
sent (overnight delivery) to Angel Suarez at the address listed at the
begi nning of this section, C. HARD COPY REPORTI NG TO CFSAN

TRANSMITTAL NO PAGE 3
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PROGRAM 7303.844

PART | - BACKGROUND

Thi s Conpliance Program provi des regul atory coverage of inported fish and
fishery products to ensure a safe and whol esone supply of seafood entering the
US Hstorically, FDA has controlled inports by review ng custons entries,
conducting field exans, collecting sanples for |aboratory analysis, and

pl aci ng products with a history of problens on detention w thout physica

exam nation. This program addresses the control of pathogens, filth,
parasites, deconposition, animal drugs, bio-toxins, and illegal food or color
additives in inported seafood. These efforts continue under the present
program and are an inportant conmponent of the inmport control strategy.

Wth the adoption of the Seafood Hazard Analysis Critical Control Point
(HACCP) regul ation, 21CFR 123, there is now a second conponent of the inport
control strategy. Thus the FY 01/02/03 regulatory priority for inported
seaf ood focuses on ensuring the control of food safety hazards in inported
seaf ood through the inplenentation of the Seaf ood HACCP Regul ati ons. This
regul ati on becane effective Decenber 18, 1997.

Under an HACCP system of controls the inporter and the foreign processor share
the responsibility for safety. Foreign processors that ship fish or fishery
products to the U S. nust operate in conformance with the seaf ood HACCP

Regul ations. |In addition, the HACCP Regul ations require inmporters to take
positive steps to verify that their shipments are obtained fromforeign
processors that conply with the regul ation requirenents.

Thi s Conpliance Program provi des gui dance for ensuring that inporters have
verified that the products they offer for entry were obtained fromforeign
processors that are in conpliance with the requirenments of the Seaf ood HACCP
Regul ati ons.
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PROGRAM 7303.844

PART 11 - | MPLEMENTATI ON

OBJECTI VE

To ensure a safe and whol esonme inported fish and fishery products supply to
the U S., by ensuring conpliance with the FD& Act and its regul ati ons by

i mporters and foreign processors involved in the production, storage, and
entry of these seafood products.

APPRCACH

Al fish and fishery products, which are processed by foreign processors and
then offered for entry by inporters are subject to the provisions of the

seaf ood HACCP Regul ations (21CFR 123.12(d). **
In the FY 01/02/03 Inmport Seafood Products Conpliance Program the Agency
continues the inspection of inmporter HACCP verification activities. |Inporters
will be selected for inspection for HACCP verification, using criteria

contained in this program

Eval uating inporters’ verification procedures and docunents during inspection
of inporters or for review of verification docunents when they are requested
as a condition of reconditioning application approval, can only be perforned
by HACCP trai ned personnel. These individuals nmust have conpleted a three (3)
day Seafood HACCP Alliance course and two (2) day Seaf ood HACCP Regul at or
course, or their equival ents.

PROGRAM MANAGEMENT | NSTRUCTI ONS

A. Resources

Resources shown in the ORA Wrk plan for this Conpliance Programcan be
used to cover PM5 03, 07 and 09. Use the guidance provided in this
program as well as PMS 21. However, the field should keep operations
normal Iy conducted for Food Labeling and Economi c activities to a m ni num

These resources should be used to carry out entry reviews, field exans,
sanpl e col | ections, sanple anal yses, and inspections of inporters for
verification of HACCP

B. ProgramPriorities

NOTE: CFSAN has devel oped a list of high-risk seafood products because
of the imm nent health hazard they may pose to consumers. These
products have a high priority for sanple collection and anal ysis
and inport field exani nations.

OASI S screening criteria has been adjusted to allow the entry
reviewer to visually exam ne nore entries of these High-risk
products. Consequently, the Districts’ acconplishments for the
ORA Workpl ans are expected to include a greater percentage of

hi gh-ri sk seafood products.

The field may use their discretion to collect and foll owup on
ot her products that they know are or may be violative. **

1. Product Priority List

TRANSMITTAL NO parT | | pace 1
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PROGRAM 7303.844

The seafood product priority list bel ow should be used to determ ne
which entries to examine first:

a. Entries of product previously found violative for safety defects.
b. H gh-Ri sk products.

For purposes of this program high-risk products are:

e Seafood products packed in reduced oxygen packaging (e.g., vacuum
packagi ng, nodified atnospheric packagi ng, hernetically seal ed
cont ai ners) including cooked seaf ood, snoked fish, and fresh fish
i n such packagi ng. *x

Seaf ood i n such packages is subject to growh of anaerobic
bacteria, such as C. botulinum or post-process pathogens.

e« fresh and fresh frozen nolluscan shellfish fromuncertified
shi ppers.

The maj or concern is source and handling controls to prevent
contam nation. Active ** shellfish ** MOU countries are Canada,
Chil e, New Zeal and, and South Kor ea.

* Ready-to-eat fish or fishery products using any of the foll ow ng
processes:

(1) heating or pasteurization process (e.g., cooked shrinp,
crabneat, cooked | obster, cooked crayfish, pasteurized
crabneat, surim-based anal ogs, etc.

(2) hot or cold snoking process.

The maj or concern is proper processing to prevent toxin formation
by d ostridium botulinum or Staphyl ococcus aureus and infections
by possi bl e post-process pathogens, including Listeria. *x

The concern is that these products are subject to the growth of
post process contani nation by pathogens.

e« sconbrotoxin-formng (histam ne-forning) species (in descendi ng
priority) such as:

mahi mahi (dol phin fish), tuna, escolar, anberjack, yellow
tail, anchovies, bluefish, bonito, jack (e.g., bluerunner
creval l e, rainbow runner, rooster fish (trevally), nackerel
marlin or saury).

NOTE: Sconbrotoxin formation in canned tuna, is not elininated or
reduced by the canning process, and is covered by this
conpliance program C/ P 7303.844, rather than by the Inport
Acidified and Low Acid Canned Foods, 7303. 003.

e salt-cured, air-dried, and uneviscerated fish, such as Kapchunka,
or bl oaters.

This type of product is a potentially life-threatening acute
heal th hazard because of the possible presence of C. botulinum
toxin. See Inport Alert # 16-74, Detention Wthout Physica
Exami nation of Salt-Cured Uneviscerated Fish for guidance.
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PROGRAM 7303.844

e stuffed seafood products
Processi ng/ handl i ng may al | ow toxi n devel oprent .
c. Lowrisk Products

For the purposes of this program 7303.844, lowrisk products include
all other fish and fishery products not listed as high-risk products.

2. Inporters’ Priority Criteria

NOTE: Al ways cover high-risk products before covering | ow risk products as
described in section B. Product Priority List 1.b. and c. (above).

Al ways performre-inspections of inmporters that had (#) violations,
before covering firms with (#) violations.

Use the following priority selection criteria to determ ne which
importers to inspect first:

a. Followup to violative physical sanples of high-risk product inported
by the inporter, in which safety defects were detected.

b. Reinspection of inporters of high-risk products that had, during
their initial HACCP inspection, (#) deviations (as per Attachnent E)
excl udi ng parasites.

c. Followup to violative physical sanples of Lowrisk product inported
by the inporter, in which safety defects were detected.

d. Reinspection of inporters of Lowrisk products that had, during their
initial HACCP inspection, (#) deviations (as per Attachnent E)

e. Previously uninspected inporters of first:
 high-risk products, then
e lowrisk products.

f. Reinspection of inmporters that had, during their initial HACCP
i nspection, (#) deviations (as per Attachnment E) for high-risk
products.

g. Reinspection of inporters of high-risk products that had, during
their initial HACCP inspection, deviations related to the control of
parasites in fishery products to be consuned raw

h. Reinspection of inporters of high-risk products whose | ast HACCP
i nspection was in conpliance.

i. Reinspection of inporters that had, during their initial HACCP
i nspection, (#) deviations (as per Attachment E) for Lowrisk
products.

j. Reinspection of inporters of Lowrisk products whose | ast HACCP
i nspection was in conpliance.

C. Inporter HACCP I nspection Frequency

The nunber of inporter inspections is directed in the ORA workpl an

TRANSMITTAL NO: pART | | PAGE 3
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PROGRAM 7303.844

Pl ease i nspect 90% of the nunber of planned inspections in the ORA Wirkpl an
at Inporters whose average entry lists 100 or nore |ines per year. The
remai ni ng 10% of the nunber of planned inspections should be nade at

| mporters who inmport |ess than 100 entry lines.

Those districts that have few I nporters who average 100 or nore |ines per
year, or no |Inporters who average 100 |ines per year, should inspect those
I nporters who have the highest nunber of entries per year.

D. FDA Inport Seafood HACCP Report (FDA 3502)
A separate FDA |Inport Seafood HACCP Report (FDA 3502) is to be conpleted
for each product, foreign processor, and inporter conbination eval uated
during the inporter inspection
These two-copy, multi-page forns, specifically printed for use with the
Cardi ff system wll be supplied to the field in bulk. It is necessary
that the original of each set, which will be identified as District copy)
be used for Faxing purposes.
After the inspection has been endorsed, the form should be faxed to the
Dedi cat ed FAX nunber: (301) 436-2885. The District copy should then be
attached to the file copy of the EIR Only in the event that an office is
unable to FAX the report to the Dedicated FAX nunber, should the original
after retaining a copy in the FDA office, be sent (overnight delivery) to:
FOOD AND DRUG ADM NI STRATI ON
CFSAN/ DI VI SI ON OF Conpl i ance
| MPORT BRANCH, HFS-606
ATTENTI ON: Angel Suarez
5100 Pai nt Branch Par kway
Col | age Park, NMD 20740
E. Interaction Wth O her Prograns/Assi gnments
1. Inport Acidified and Low Acid Canned Foods, 7303.003
Resour ces expended on inspections of firns for conpliance with the | ow
acid canned foods regulation (21 CFR 113) or the acidified foods **
(non-perishable) ** regulation (21 CFR 114) for inported seafood, mnust
be reported under PACs 03003 and 03003A, respectfully. Inspectiona
coverage of acidified or canned inported seafood related to safety
hazards other than C. botulinum (e.g., histam ne, food and col or
addi tives, or decomposition) is to be reported under this program
7303.844. This inport seafood conpliance program provi des gui dance for
per form ng HACCP i nspections of inmporters of LACF and acidified seafood,
as well as for other seafood, for conpliance with the inporter
verification requirenments of 21 CFR 123, the seaf ood HACCP Regul ati ons.
2. Mol luscan Shellfish Evaluation Conpliance Program 7318.004
The Mol luscan Shellfish Eval uation program 7318.004, covers fresh and
fresh frozen nmolluscan shellfish, fromcertified shippers, eval uated
under the cooperative agreenent with the |1SSC. That programincludes
shel I fish originating fromcountries with which FDA has an active
shel I fish MOU, who are nmenbers of the |1SSC by virtue of their MU
agr eenent .
Qui dance pertaining to shellfish offered for entry fromuncertified
TRANSMITTAL NO: PART | | PAGE 4
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PROGRAM 7303.844

shi ppers, either in a non-MOU country or an MOU country, is contained in
this program 7303.844.

3. Nutrition Labeling and Education Act (NLEA) and General Labeling
Requi renents - Inport Program (7321. 007)

NLEA coverage for inported seafood will be conducted under the PAC
21007.

4. Pesticides and Industrial Chemicals in Inported Foods, 7304.016

Coverage will be conducted under 7304.016 to determine conpliance with
pesticide residue regulations and will be directed toward countries and
products for which there is little or no information from previ ous years
sanpling, and toward those countries which have a violative history of
pesticide or chem cal contanination of seafood offered for entry.

5. Toxic Elenents in Foods, Donestic and | nported, 7304.019
Coverage will be conducted under 7304.019 to devel op broader background
| evel data of certain toxic elenents (e.g., lead and cadnmium in foods,
i ncl udi ng i nmported seaf ood.
F. Identification of a District Seafood Coordi nator
Each District MJST designate a District Seafood Coordi nator to

CFSAN Di vi sion of Conpliance, HFS-605, at the beginning of each fisca
year. *x
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PROGRAM 7303.844

PART 11 - |1 NSPECTI ONAL

A. References

For inspectional guidance and procedures, investigators are advised to
refer to the appropriate references:

e Seafood HACCP Regul ator Training Program Manual (HRTM - HACCP
i nspection procedures/activities

e Fish and Fishery Products Hazards and Controls Guide (HCG - Recommended
hazards and controls in seafood processing

» FDA Inspectional Methods, Cctober 1996 (Interim Guidance) (IMGQ
sanpl i ng gui dance and reporting

e Investigations Qperations Manual (1OM.

* Regul atory Procedures Manual (RPM, Chapter 9, Inport Operations and
Acti ons.

B. Inport Entry Review

For FY 01/02/03, districts should not request inporter HACCP docunentation
at the tine of entry review of seafood products:

e unless directed by this conpliance program,i.e. as a condition for
approval of a reconditioning application, or

 the entry is specifically identified for coverage under Inport Alerts
16-119 or 16-120.

C. Field Exans
Fi el d exam nation procedures are described in the | OM
D. Sanmpling

1. The ORA Woirkpl an specifies the nunber of Inport Sanple Collections for
each District. This nunber covers sanples collected for analyses for
filth, deconposition, nicrobes, natural toxins, and food and col or
additives. In previous years, the ORA Wrkplan specifically identified
t he nunber of sanples to collect for three specific categories. These
were for Processed Seafood in General, Processed Shrinp, and Seafood for
V. chol erae testing.

The ORA Workpl an does not |ist specific nunbers for these categories.
Rather, it is the responsibility of the District to assure the
col l ection of samples fromthese three categories.

2. Sanpling information (nunber of subs, sanple quantities, etc.) can be
found in Attachment D.

E. Review of Inporter HACCP Verification

Under the seafood HACCP Regul ations, 21 CFR 123, inporters are required to
verify that foreign processors have followed the requirenents of the

Seaf ood HACCP Regul ations, 21CFR 123.12(d). This Conpliance Program

provi des gui dance:

« for reviewing HACCP verification docunents during HACCP inspections of
| nporters, or
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PROGRAM 7303.844

as a precondition to approval of a reconditioning application, for
seaf ood products where there is an identified food safety concern

| nporter HACCP | nspection

I nspectors performng the HACCP revi ew of an inporters’ verification
docunents must be HACCP trained, i.e. nust conplete the Seafood HACCP
Al liance 3-day course or its equivalent and the 2-day FDA Seaf ood HACCP
Regul ator training course. Criteria for the selection of inmporters to

i nspect are provided in Part Il, ItemB.2. Inporters’ Priority Criteria.
I nspections of inporters for conpliance with the verification

requi rements of 21 CFR 123 shoul d be performed in conformance with

exi sting inspection procedures, and shoul d incl ude:

* the presentation of FDA credentials
e the issuance of a Notice of Inspection, FDA 482
« the issuance of Inspectional Cbservations, FDA 483, when warranted.

Fol | ow the procedures contained in Chapter 13 of the HACCP Regul at or
Trai ni ng Program Manual for the specific details pertaining to the
conduct of the HACCP inspection. These procedures include:

e determning the foreign source of each product (e.g., is the product
covered by an MOU or not) to be covered during the inspection

e reviewing inporters’ witten verification procedures;
e reviewing affirnmative step docunents;

e review ng the product safety specifications;

* reviewing verification records; and

e docunenting objectionable conditions.

Cover as many products as practical under the inspection nodul e provided
in the ORA workplan. Products selected for coverage should be the high-
ri sk products prioritized in Part Il ItemB.1. Product Priority List.

Recondi ti oni ng

If a sanple is found to be violative due to the presence of a safety
defect and the inporter applies to recondition the product, the inporter
nmust supply the HACCP verification docunents for the detained product
along with the reconditioning proposal. Review of an inporter’s
verification docunents as a requirenment for reconditioning approval wll
be the sanme as perforned at an on-site inporter HACCP i nspection

The revi ew procedures are described above in Item 1. Inporter HACCP
| nspecti on.

I ndi vi dual s perform ng the HACCP entry review of an inporters’
verification docunments during the reconditioning application process
nmust be HACCP trained, i.e., must conplete the Seaf ood HACCP Alliance 3-
day course or its equivalent and the two-day FDA Seaf ood HACCP Regul at or
trai ni ng course.

NOTE: If the district has conducted an inporter seafood HACCP i nspection
and the results of that inporter inspection found the firmwas in
conpliance for verification, etc., for that particular product and
foreign supplier, the above procedures may be onmitted and
consi dered sati sfi ed. *
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F. Reporting

1

FDA | nport Seaf ood HACCP Report (FDA 3502) Form

A separate FDA |Inport Seafood HACCP Report (FDA 3502) formis to be
conpl eted for each product, foreign processor, and inporter conbination
covered during the inspection. These two-copy, multi-page forns,
specifically printed for use with the Cardi ff system w Il be supplied
to the field in bulk by the Center for Food Safety and Applied
Nutrition. These forns are designed in such a way that only the
original of each set, which will be dedicated the District copy, can be
faxed. The form should be faxed to Dedi cated FAX No: (301) 436-2885
only after the Inspection Report has a District Endorsenent. The
District copy should then be attached to the file copy of the EIR Only
in the event that an office is unable to FAX the report in, should the
original copy be sent (overnight delivery) to:

FOOD AND DRUG ADM NI STRATI ON
CFSAN DI VI SI ON OF Conpl i ance/ | MPORT BRANCH
ATTENTI ON:  Angel Suarez, HFS-606

5100 Pai nt Branch Par kway

Col | ege Park, MD 20740

Est abl i shrent | nspecti on Report

Narrative ElIRs should be conpleted as directed by existing guidance.
Consi stent with such guidance, these narrative reports should descri be:

e the inmporter’s HACCP verification procedures, and,
+ the HACCP-rel ated deficiencies noted:

o in the inporter’s docunentation, and,

0 in the foreign processor’s docunents.

Docurent inporter violations of the HACCP Regul ati ons on the FDA 483
consistent with the Seafood HACCP Regul ator training course.
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PART 1V - ANALYTI CAL

Thi s program covers seafood products under several Program Management System
(PVM5) Projects. In order to sinplify the Inspectional and Anal ytica
infornmation contained in this program instructions describing the work to be
acconpl i shed under each PM5 Area are listed in separate Attachnents. The
Attachnments and PM5S Projects covered are as foll ows:

Attachnents PNVG# PMS Proj ect Nane
A-2 thru A-6 03 Foodbor ne Bi ol ogi cal Hazards
B 07 Mol ecul ar Bi ol ogy and Natural Toxins
C 09 Food and Col or Additives
NOTES:
e See Part VI - Attachments and Program Contacts for a description of each
attachnent.

e Sample Size for Miltiple Analysis: PRQIECTS 03, 07, 09

Whenever a product is collected for nultiple analysis, please check the
sanpl e size requirements for each analysis. Confirmsanple sizes with
the | aboratory if necessary. Due to the sanple size required for each
anal ysis an additional duplicate sanple may be required; or in sone
cases, the sanple size for one analysis may provi de enough sanple for
several different anal yses.
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PART V - REGULATCORY/ ADM NI STRATI VE STRATEGY

Thi s program addresses HACCP and non-HACCP violations. 1In instances where a
district believes that a fish or fishery product poses an inmi nent public

heal th hazard, the district should contact OFP/CFSAN to di scuss an appropriate
regul atory response. See the follow ng Section B. Non-HACCP Conponent

Regul atory Strategy of this Conpliance Program

The seaf ood HACCP enforcenent area is still an evolving area and the agency
will continue to explore effective ways of ensuring that inported seafood
products are safe by bringing inporters into conpliance. The agency has
worked with the inmport industry to provide gui dance and training in HACCP
Regul ations. This continues to be the agency's primary focus. The districts
shoul d use tel ephone calls, neetings, untitled letters, and other infornal
neans, at their discretion, to bring about voluntary conpliance by an
inmporter. This is especially inportant with those inporters that are naking
progress towards inplenmenting an effective HACCP program

Warning letters to inmporters should be considered when the District believes
that further efforts to obtain voluntary corrections will not be effective.

A. HACCP Conponent: Inspections and Reconditioning
1. Inspections

Thi s conmponent provides for the appropriate regul atory |anguage
(Attachnent F of this progran) when serious violations, (Attachnent E of
this program) of the Seaf ood HACCP Regul ations are encountered.
Devi ati ons | abel ed, as other should be brought to the attention of the
firmin the FDA 483, but should not be included in regulatory follow up
at this tine.

NOTE: Wien an inporter uses Maintaining on file a copy, in English, of the
foreign processor’s HACCP plan as part of Affirmative step D [21CFR
123.12], the District should determ ne whether or not the plan is
adequate. If the foreign processor’s HACCP plan is not adequate, cite
the inporter concerning this issue, and refer to OFP/ CFSAN f or
appropriate followup with the foreign processor. The inporter, in this
case, should ONLY be cited for performing an affirmative step was not
adequate if the plan does not list a Significant Hazard associated with
the product; OR the inporter did not maintain a copy of a witten
guarantee fromthe foreign processor

At his/her discretion, the District Conpliance Oficer nay choose any of
the five (5) actions (listed below) to either bring the inporter into
conpliance or to elimnate an i nm nent heal th hazard.

a. Warning Letters:

VWhen serious violations are expected to continue and the informal
nmeans descri bed above are not expected to bring about effective
corrections by the inporter, the District may use warning letters.
Though these are also informal and advisory, they can communicate the
agency's position for deviations of regulatory significance for which
t he agency nmay take enforcenent action

Attachment F provides regul atory | anguage that the districts nay use
when witing warning letters to Iist serious HACCP devi ations.
Attachment F al so contains appropriate regulatory citations for
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Warning Letters. Attachnent H provides a nodel warning letter, using
pl ain | anguage, to be sent to the inporter

1) Direct - Reference Warning Letter

Districts may send direct reference warning letters to inmporters
for serious conditions as described in Attachnent E. Attachment |
defines high-risk products, and lists situations involving these
itens where issuance of a warning letter is appropriate.

Districts are requested to submit copies of these warning letters
to CFSAN, Chief, Inport Branch, HFS-606.

2) Center - Approved Warning Letter:

Al warning letters not covered by those conditions cited above in
section A 1. Direct-Reference Warning Letter nust be subnitted to
CFSAN, Chief, Inport Branch, HFS-606, for concurrence.

For instance, when an inporter has selected as its affirnmative step
either Option A (HACCP nonitoring records) or Option D (the foreign
processor's HACCP plan) for the inported product, deficiencies noted
in these docunents may |lead to regulatory action against the foreign
processor. The deficiencies noted may include:

* Inconplete or inadequate HACCP nonitoring records, or

e The HACCP Pl an is inadequate or inappropriate because a Hazard(s)
is not controlled at a Critical Control Point (CCP), the CCP is
i nappropriate or not identified, or critical limts are
insufficient or inappropriate to control the hazard.

In reviewing the nonitoring records or HACCP plan of the foreign
processor, the investigator determ nes the noted deficiencies. The
Di strict should reconmend further action against the foreign
processor to CFSAN when these serious deficiencies are found. In
such situations, reconmendations for all correspondence to the
foreign processor nmust be sent to CFSAN, Inport Branch, and CFSAN
will issue any foll ow up correspondence and contact the foreign
processor.

b. Detention w thout Physical Exam nation

If serious deviations are not corrected after issuance of a warning
letter to an inporter, the district should:

e detain all future shipnents of the product in question, which was
processed by the foreign processor involved with the product in
question, and inported by the inporter; and

e Reconmend, to the Division of Inport Operations and Policy,
pl aci ng the conbi nation Inporter, Foreign Processor and Product on
Detention wi thout Physical Exam nation (DWPE), under |nport Alert
16-119.

c. Seizure: (for Inport Products in Donestic Status)

Al'l seizure actions nmust be submitted to CFSAN, |nmport Branch HFS- 606
for concurrence. Please contact CFSAN (see Center's Regul atory
Contacts below) to discuss all potential seizure situations when the
firms product(s) is (are) in Domestic Status. Concurrence will be
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considered only if the firmhas received a warning letter for the
same or related violations of the Seaf ood HACCP Regul ati ons.

d. Injunction:

Al'l injunction actions rmust be submtted to CFSAN, |nmport Branch HFS-
606 for concurrence. Please contact CFSAN (see Center's Regul atory
Contacts below) to discuss all potential injunction situations.
Concurrence will be considered only if the inporter has received a
warning letter for the same or related violations of the Seafood
HACCP Regul ati ons.

e. Prosecution:

Suspected crimnal violations, such as falsification of HACCP records
shoul d be discussed with CFSAN, |Inport Branch HFS-606 (see contacts
below) and with the O fice of Crimnal Investigations (OCl).

2. Imminent Public Health Hazard Situations

Pl ease contact CFSAN (see Center's Regulatory Contacts below) to
di scuss.

3. Reconditioning:

Evi dence of inporter verification, 21 CFR 123.12(a), will be required as
a condition for approval of a reconditioning application. |If a sanple
is found to be violative due to the presence of a safety defect and the
i mporter applies to recondition the product, inporter verification
docunents must be presented for FDA revi ew before the proposal can be
approved. Were the district has made an inporter seafood HACCP

i nspection covering the specific product and nmanufacturer, etc., the
results of that inmporter inspection nmay be used to deternmine if
recondi ti oni ng shoul d be approved. **

4. Center's Regul atory Contacts:

Districts should contact one of the followi ng Conmpliance Oficers in the
| mport Branch for discussion concerning seizures, injunctions, or
prosecutions under this program

Angel Suarez (303) 436-2146
Bri an Landesberg (301) 436-1622

The Inport Branch will coordinate the discussions with appropriate staff
inthe Ofice of Seafood.

Non- HACCP Conponent Regul atory Strategy

This regul atory strategy applies to non-HACCP fish and fishery product
conpliance to address violations of the FD& Act and ot her regul ations
under the Act that relate to food safety, sanitation, whol esoneness, and
| abeling, including nutritional content labeling. |If violations not
related to conpliance with HACCP Regul ati ons are encountered during entry
review, districts should pursue an appropriate regulatory action

For situations involving seafood adulterati on due to non- HACCP vi ol ati ons,

TRANSMITTAL NO: PART V PAGE 3

FORM 2438 g (10/91)




PROGRAM 7303.844

the first action of choice should be detention of the entry. |If the
i mporter does not nake voluntary corrections (e.g. reconditioning), then
the entry nust be refused. **

C. Regul atory Cui dance - Sources

Use followup activities and | egal actions that are consistent with

gui dance in Conpliance Policy Guides or other pertinent directives.

Ref erences and case-by-case instructions are |isted below for a nunber of

products, involving both HACCP and non- HACCP i ssues:

1. Routine Regul atory Actions
To determine if the appropriate initial action of choice is detention
or referral to CFSAN, consult the Conpliance Policy Gui des/ Code of
Federal Regul ations |isted bel ow

FILTH

Sec. 540.590 Fish - Fresh and Frozen, as Listed - Adulteration by
Par asites (7108. 06)

Sec. 555.425 Foods - Adulteration Involving Hard or Sharp Foreign
hj ect s * %

DECOVPCSI TI ON

Sec. 540. 375 Canned Sal non - Adulteration |Invol ving Deconposition
(7108. 10)

Sec. 540.525 Deconposition and Hi stam ne - Raw, Frozen Tuna and Mah
mahi ; Canned Tuna; and Rel ated Species (7108. 240)

Sec. 540.575 Fish - Fresh and Frozen - Adulteration Involving
Deconposi tion (7108. 05)

M CROBI OLOGY

Sec. 540. 275 Crabneat - Fresh and Frozen-Adulteration with Filth,
I nvol vi ng Presence of (E. coli) (7108.02)

Sec. 540. 420 Raw Breaded Shrinmp - Mcrobiological Criteria for
Eval uating Conpliance with Current Good Manufacturing
Practice Regul ati ons (7108. 25)

Sec. 540.650 Salt-cured, Air-dried, Uneviscerated Fish (e.g.
Kapchunka) (7108.17)

Sec. 555. 300 Food Products- (except dairy products) Adulteration with
Sal monel I a (7120. 20) . This CPG includes direct
reference enforcement action criteria for Salnmonella in
ready-to-eat products only. The direct reference does
not apply to Sal nonella in seafood products that are not
ready to eat. Cases involving Sal nonella in raw food
shoul d be referred to CFSAN for case-by-case
consi der ati on.

NATURAL TOXI NS

Sec. 540. 250 G anms, Mussels, Oysters, Fresh, Frozen or Canned-
Paral ytic Shellfish Poison (7108.02)

FOCD ADDI Tl VES

Sec. 500. 200 Food Additives - GRAS (7117.12)
Sec. 540. 200 Chubs, Hot Process Snpoked with Added Nitrite-
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Adul teration involving Food Additives, SodiumN trite
(7108. 15)

Sec. 540.500 Tuna, Sable, Salmon, Shad, - Snpbked Cured, Adulteration
I nvol ving Food Additives, SodiumNitrite (7108.18)

NLEA

NOTE: NLEA coverage for inported seafood will be conducted under the
I mport NLEA, Nutrient Sanple Analysis and General Food Labeling
Requi renents Program - 7321. 007

NLEA Health clains related to fishery products that are authorized in
the NLEA are:

e« CFR 101.73 Dietary Fat and Cancer

e CFR 101.75 Dietary Saturated Fat and Chol esterol and Ri sk of
Coronary Heart D sease

FOCD ECONOM CS

NOTE: Districts are rem nded to keep expenditures to a mininumin this
area. No resources allocated in Field Wrkpl an

Consult with the Division of Conpliance, Inport Branch, HFS-606 before
prepari ng any enforcenent action involving an econom c issue.

Case- by- Case Regul atory Actions

In the follow ng situations, contact one of the Center's Regul atory
Contacts in section A HACCP Conponent of this C/P. They wll
coordi nate your questions w thin CFSAN

a. Al fish (as defined in 21 CFR 123. 3(d)

(1) Whenever Salnonella is found in either raw or partially
prepared but still not ready-to-eat seafood products.

(2) St aphyl ococcus aur eus

(a) positive for staphyl ococcal enterotoxin, OR
(b) St aphyl ococcus aureus level is equal to or greater than
10/ g (MPN).

(3) C ostridi um bot ul i num

(a) Presence of viable spores or vegetative cells in products
that will support their growth, OR
(b) Presence of toxin

Because of the serious health hazards resulting from
QG ostridium botulinumtoxin and the occasional necessity for
expert technical advice during an investigation, it is

i nperative that the Alert System procedures, as defined in
Attachment J, are followed. During or |MVEDI ATELY after a

sanmpl e analysis is conpleted when toxin is detected, HFS-606

nust i medi ately be called, per Attachnent J.

(4) Escherichia coli - 1x10* or greater organi sms per gram
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NOTE:

Ready-to-Eat (R T-E) Seaf ood

R T-E is defined as: product that requires mninmal or no cooking by
the consuner. It does not apply to fresh and fresh frozen noll uscan
shellfish. See Itemh. Ml luscan Shellfish bel ow

Gui dance Level s:

(1) Ent erot oxi genic E. coli (ETEC), 1 x 10°® ETEC/g, LT or ST
positive.

(2) V. chol erae - presence of toxigenic OL, or toxigenic non-OL.

(3) V. parahaenol yticus - levels equal to or greater than 1 x 10*
per gram
(4) V. vulnificus, presence fl

(5) L. monocytogenes - presence of organism (for cause only).

(6) Sulfites in canned tuna - If a district determ nes that canned

tuna does contain sulfite at levels >10 ppm by either the Ion-
Excl usi on Met hod (AQAC net hod #990.31) or the lon-Pairing HPLC
Met hod (JAQAC (1989) 72(6), 903-906), the district nmust send

t he anal yti cal worksheets to CFSAN Program Contact for review

bef ore pursuing any enforcenment action. * %

Refrigerated Snoked Fish

Vacuum or Modi fi ed At nosphere Packaged Snoked Fish or Snoke-fl avored
Fi sh:

* Less than 3.5 percent water-phase salt in the loin nuscle, OR

e Less than 3.0 percent water-phase salt in the loin nuscle and | ess
than 100 ppmnitrite, where appropriate.

Donoi ¢ Acid (ASP)

Ammesi ¢ Shel | fi sh Poison - greater than or equal to 20 ppm Donoic
acid, except in the cases of dungeness crab viscera where the |eve
is greater than or equal to 30.0 ppm Donoic acid.

Paral ytic Shellfish Poi son (PSP)

For seafood products other than nolluscan shellfish, =80 pg per 100 g
nmeat in the edible portion. [CPG 540. 250]

O her fishery species not specified under CPGs for deconposition
Any sanple found to contain odors of decomposition in any subsanple
or other chem cal indices of deconposition, e.g., indole, histanine
putrescine, etc.

Par asi t es

Regul atory action will not be considered for parasites found in fish
in the round or for dried fish.

CPG 540.590 (7108.06) prescribes action levels that will be used only
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for those fresh water fish species |isted

In the absence of a DAL for unlisted species, CFSAN s Division of
Conpl i ance, HFS-605, will consider enforcenent action for parasites
on a case-by-case basis. Therefore, Districts should refer to CFSAN
HFS- 605, any fish sanple that contains the follow ng | evels of
par asi tes:

e A conbined total of at |east eight (8) or nore whole parasites,
provi ded 20% of the fifteen (15) subsanples exam ned are infected.
(Un-fragnmented cysts nay be counted as whol e parasites.)

e |f the sanple contains |less than eight (8) whole parasites, but
contains head or tail fragnents, the total parasite count may
i ncl ude these fragnents as equival ent to whole parasites. (In
adding the head or tail fragnments to the total count, include
ei ther the heads or tails, whichever is nore nunerous. For
exanple, if there are 6 heads and 4 tail fragnents, the whole
equi val ent parasite count would be six (6)). Count only head and
tail fragnents that are at least 3 nmin | ength.

Before a case involving parasites in fish is referred to CFSAN, HFS-
605, the District nust first send the whole parasites and fragnments
to the parasite expert designated for their Region for confirmation

Mol | uscan Shel | fish

Mol | uscan Shellfish can be offered for entry into the United States
by certified and non-certified shippers.

Foreign certified shippers of fresh and fresh frozen nol | uscan
shel I fish are eval uated under the cooperative agreenment with the | SSC
and covered by the Ml luscan Shellfish Eval uation program 7318.004.

Shel |l fish fromuncertified shippers require special attention
Uncertified shippers are either in a non-MOU country, or they are

shi ppers that are not certified by the Shellfish Control Authority in
a MU country. The Regional Shellfish Specialist and the District

i mport staff should work together. They should contact the state
shel I fish control authority in the state where the shipnment was

of fered for entry.

The nost expeditious course of action is to obtain a state enbargo of
the product. The inporter should be advised that the state wll
enbargo the product if FDA releases it into U S. comerce. |If a
state chooses not to take an enbargo action or seize shellfish from
uncertified shippers, the District should notify CFSAN, OFP, HFS-606,
Angel Suarez (301)436-2146, for further assistance.

Food and Col or Additives
(1) Standard Gui dance

Districts are authorized to detain a sanpled | ot without
analysis if the product's labeling lists an illegal food and/or
color additive in the ingredient statenent. However, many
ingredients may be GRAS, but are not listed under 21 CFR Section
182 or 184. Care nust be taken to ensure that an ingredient
actually is an illegal food or color additive before initiating
regul atory action.
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(2)

D. Reporting

To determ ne the status of questionable food or color additives,
Districts should contact, respectively, CFSAN O fice of:

e Pre-Market Approval, Division of Petition Control, HFS-215,
Eugene Col eman at (202) 418-3063, for food additives, or

e Cosnetics and Col ors, Division Prograns and Enforcenent
Pol i cy, HFS-105, Allen Raphael Hal per at (202) 418-3412,
col or additives.

When a district has determ ned a product neets the criteria for
detention w thout physical exanmi nation, or the detention has
been supported by CFSAN, HFS-606, a district reconmendation
shoul d be prepared and subnmitted to ORO, Division of |nport
Operations and Policy, HFC-170, for inclusion in the appropriate
inmport alert.

Cooked Sal ad Shrinp

Wien FD&C Red No. 40 is used to color such a product, the
common or usual name of the certified color nust be stated
inthe ingredient list, i.e., FD& Red No. 40, Red No. 40,
or Red 40, as per Section 101.22(k).

Districts should check | abels of inported cooked shrinp to
ascertain that they are accurately and appropriately

| abeled if color is added. However, if color is used to
mask deconposition, this would be in violation of the FD&C
Act .

Report conpliance achi evenments/voluntary corrections into the Conpliance

Achi evenent

Reporting System (CARS) once FDA has verified the correction

through witten docunentation fromthe firmor by inspectional observation

* %
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PART VI - ATTACHMENTS, REFERENCES, AND PROGRAM CONTACTS

A. ATTACHMENTS

Attachnent # Descri ption

A1 Proj ect 03 - Foodborne Biological Hazards — Investigative
Activities

A-2 Filth, Mld, Foreign Object Analytical Guidance

A-3 Parasite Anal ytical Quidance

A-4 Deconposi tion Anal ytical Quidance

A-5 M cr obi ol ogi cal Anal ytical Cuidance

A-6 Steak Cut Di agram

B Project 07 - Ml ecular Biology and Natural Toxins

C Project 09 - Food and Col or Additives

Sanpl i ng Schedul es

Enf orcenent Strategy: Inporters

Regul atory Citations for Warning and Untitled Letters **
Untitled Letters Boiler Plate

Warning Letter Boiler Plate

Direct Reference Warning Letters Situations

Al ert System **

*
*

ST IOTMMO

B. PROGRAM CONTACTS

1. Center for Food Safety and Applied Nutrition
a. Ceneral Program Questions,

Andrea Lee Wade, O fice of, Division of Field Prograns, Conpliance
Prograns Branch, HFS-636, (301) 436-2079, FAX (301) 436-2657

b. Conpliance Matters

Angel Suarez, Ofice of Enforcenent, Division of Conpliance, |nport
Branch, HFS-606, (301) 436-2146, Fax (301) 436-2657.

c. Seafood HACCP Questions
The Seaf ood HACCP Team Phone - (301) 436-2601

d. Anal ytical Questions

e Color Additives Analysis
Ofice of Cosnetics and Colors, Division of Science and Applied
Technol ogy, Col or Technol ogy Branch, Sandra Bell, HFS-126, (202)
205- 0291

e Deconposition Analysis
Ofice of Seafood, Division of Science and Applied Technol ogy,
Washi ngt on Seaf ood Laboratory Branch, Walter Staruszkiew cz, HFS-
426, (301) 210-2165

e Filth Analysis
Ofice of Plant and Dairy Foods and Beverages, Division of Mcro-
anal ytical Evaluations, Alan R O sen, HFS-315, (301) 436-1962

+ PSP/ ASP
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Mol ecul ar Bi ol ogy and Natural Toxins

O fice of Seafood, Division of Science and Applied Technol ogy,
Washi ngt on Seaf ood Laboratory Branch, Sherwood Hal |, HFS-425,
(202) 205-4818

e Food Additives Analysis
O fice of Pre-Market Approval, Division of Product Manufacture and
Use, Gregory Diachenko, HFS-245, (301) 436-1898

e Mcrobiological Analysis - General Questions Ofice of Specia
Research Skills/Division of Mcrobiological Studies, Dhirendra B
Shah HFS-515, (303) 436-2007

* Escherichia coli (toxin, attachment, invasive) and

e E. coli LT/ST Enterotoxin

Peter Feng, CFSAN Ofice of Science, HFS-237 at (301) 436-1650

» Listeria nopnocytogenes (isolation)

Ant hony Hitchins, CFSAN O fice of Plant and Dairy Foods and
Beverages, HFS-516, (301) 436-1649

e« Staphyl ococcus aureus/ St aphyl ococcal Enterotoxin

Regi nald W Bennett, CFSAN Ofice of Plant and Dairy Foods and
Bever ages, HFS-516, (301) 436-2009

e Sal nmonel | a

Wal | ace Andrews, CFSAN Ofice of Plant and Dairy Foods and
Beverages, HFS-516 at (301) 436-2008

e Vibrios: parahaenol yticus, vulnificus, and chol erae CFSAN s
Angel o DePaol a of the Ofice of Seafood (251) 690-3367 or
Barbara McCardell O fice of Science at (301) 827-8614

e V. chol erae PCR Met hodol ogy
Dr. Barbara McCardell, Ofice of Science, Division of Virulence
Assessnent, HFS-327, 301-827*8614.

* C. botulinum
Hai m Sol omon, O fice of Plant and Dairy Foods and Bever ages,
HFS- 516, at (301) 436-2013

e Parasite Analysis and
Scal l ops - with added water or hygroscopi c chemicals
O fice of Seafood, George Hoskin, HFS-425, (301) 436-1402

 Species Substitution
O fice of Seafood, Division of Programs and Enforcenent Policy,
Spring Randol ph HFS-416, (301) 436-1421 *x

2. Center for Veterinary Medicine (CVM CONTACT

Techni cal I nquiries for Chenotherapeutics: Fran Pell, CYM DVCHD, Tissue
Resi due Branch, HFV-242, (301) 827-0188
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3. Ofice of Regional Operations
a. Ceneral Investigational and Inporting Procedural Questions:
Di vision of Inport Qperations and Policy, HFC 170, :

Doug Randes, or Linda W sni owsKki
(301) 443-6553, FAX (301) 594-0413.

b. General Analytical Questions:

Division of Field Science, HFC 140: (301) 827-7605

e Filth and Deconposition Hel en Jones
* Food and Col or Additives El i se Murphy
e M crobiol ogi cal Mar sha Hayden
» Seafood Toxins Ceorge Sal em
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PART VII - CENTER RESPONSI BI LI TI ES

Pr ogram Eval uati on

The O fice of Seafood, HFS-400, will subnmit an evaluation of this program by
April 1, of each cal endar year to cover the previous Fiscal Year. This

eval uation will be devel oped in conjunction with the Strategi c Managers for
M crobi ol ogy and Nutrition, and the Office Directors for:

Ofice of Plant and Dairy Foods and Bever ages

Ofice of Pre-Mrket Approval

O fice of Cosnetics and Col ors

O fice of Nutritional Products, Labeling and Dietary Suppl enents

This evaluation will be submitted to the Division of Field Prograns,
Conpl i ance Prograns Branch (HFS-636), Attn: Andrea Lee Wade.

Conpl i ance Prograns Branch (HFS-606) will forward this evaluation to the
Ofice of Regulatory Affairs (HFC 100) for their information.
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| MPORT SEAFOOD PRODUCTS PROGRAM
PRQIECT 03 - FOODBORNE Bl OLOG CAL HAZARDS
I nvestigative Activities

I nvestigations, Audit Checks, Recalls,
Fi el d Exans, and Sanple Coll ections

This attachnent covers filth, deconposition, parasites, and m crobiol ogica
cont am nati on.

l. | MPORT ENTRY REVI EW

A. General Instructions - Products other than Ml !l uscan Shellfish
See Investigations Operations Manual (10OV.
B. Mol luscan Shellfish

The Mol luscan Shellfish Eval uation program 7318.004, covers fresh
and fresh frozen nol |l uscan shellfish, fromcertified shippers.

Shel | fish offered for entry fromuncertified shippers, either in a
non- MOU country, or from shi ppers that are not included in the
foreign country MOU, will require specific attention. The Regi onal
Shel I fish Specialist and the District inport staff should work
together with the state shellfish control authority in the state of
entry to obtain a state enbargo of the product, and to advise the
importer that the state will enmbargo the product if FDA rel eases it
into U S. comerce. 1In the interest of public health, state

i ntervention should be requested since state intervention is the nost
desirabl e, expeditious action

Each District is responsible for forwarding infornmation relating to
shel I fish enbargoes to the Shellfish Specialist for its Region

If a notified state does not take action to enbargo or seize
shel I fish fromuncertified shippers, the District should notify
CFSAN, OFP, HFS-606, Angel Suarez (301) 436-2146, for further
assi st ance.
1. FI ELD EXAMS
General Instructions for Filth can be found in | OM
I11. SAWMPLING - for Filth, Deconposition and M crobiol ogi cal Areas

A. General Instructions:

» See Attachment D Sanpling Schedul es, of this Conpliance Program
for sanple sizes by product and probl em area.

* See Inspectional Methods (Interim Guidance) and the |1 OM for
i nformati on and guidance relating to sanple collections.

e See Inport Alerts and Bulletins, for seafood products to sanple or
automatical ly detain.

e Submit sanples to | aboratories specified in this Conpliance
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Program

e |If multiple analyses will be perforned on a sanple, contact your
servicing laboratory for sanple size gui dance.

B. Specific Instructions
1. Parasites
NOTE: Do not collect fish in the round, or dried fish for parasite
analysis. Regulatory Action will not be considered in these
i nst ances.
2. Deconposition Problem Area
NOTE: It may be necessary for the collecting District to collect additiona
subsanpl es for the national expert in organoleptic testing for
confirmation analysis. Contact the servicing |aboratory to determ ne
whet her these additional subsanpl es are necessary.

Fi sh to Enphasi ze

Fresh or frozen raw tuna fi sh and Mahi mahi shoul d be coll ected for
hi st am ne anal ysi s.

NOTE: For lots where extrenely large fish are involved (sanple cost woul d
be prohibitive), each subsanple may consist of half a steak, and may
be cut fromeither side of the anterior (head) end of the fish. To
cut a steak or sub, a transverse cut, (See Attachnent A-6) start
approxi mately 2.5-5.0 cm(e.g., 1-2 inches) fromthe anterior (head)
end of the fish. The transverse cut runs fromthe backbone of the
fish to the belly of the fish. The steak nust be at least 2.5 cm
(e.g., 2-3 1bs.).

3. Mcrobiol ogi cal Problem Area
a. Ceneral Instructions
Use aseptic techniques. See |QOM
b. C. Botulinum Spores

DO NOT test for the presence of spores or toxin unless inplicated
in a food illness.

c. Mol luscan Shellfish Sanpling Instructions

» Shell stock and shucked, unfrozen shellfish sanples should have
m cr obi ol ogi cal anal yses begun within 24 hours of collection.

e Live Mlluscan Shellfish - Sanples of shellfish should be
collected in clean containers. The container should be
wat er proof, and be durabl e enough to withstand the cutting
action of the shellfish and abrasion during transportation
Wat er pr oof paper bags or paraffined cardboard cups are suitable
types of containers.

Shel | - st ock sanpl es should be kept in dry storage at
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refrigerated tenperature. Shell stock should not be allowed to
cone in contact with ice.

* Shucked Mdlluscan Shellfish - A sterile wide nouth jar of a
suitable capacity with a watertight closure is an acceptable
contai ner for subsanples. Consumer size packages are
acceptabl e provided that they contain an adequate nunber of
animals for analysis. (See Attachnment D for Sanple Sizes).
Sanpl es of shucked shellfish shall be refrigerated
i medi ately after collection by packing in crushed ice and
be kept so until exam ned.

e Frozen Shucked Mol luscan Shellfish - |If the package contains
an adequate nunber of aninals, one or two packages nay be
taken as a subsanple (See Attachnment D for Sanple Sizes).
Subsampl es from | arger blocks nmay be taken by coring with a
suitable instrunent or by quartering, using sterile
techni ques. Cores or quartered sanple should be transferred
to sterile wide nouth jars for transportation to the
| aboratory. Keep sanples of frozen shucked noll uscan
shellfish in the frozen state at tenperatures close to those
at which the stock was naintained. Wen this is not
possi bl e, sanples should be packed in crushed ice and kept
so until exam ned

SAMPLE SUBM SSI ON AND SHI PMENT

See the current ORA workplan for a list of the District servicing

| aboratories. Because of |aboratory specialization, the anal yses for
sone sanples may be performed in different FDA | aboratories. This wll
require either dividing the sanple by the | aboratory personnel, or
collecting a duplicate sanple by the investigator. This procedure
shoul d be worked out between the two branches prior to sanple
collection. See |OM shipping instructions for frozen sanples and 452.6
for shipping instructions for refrigerated sanpl es.

ANALYTI CAL

Li st of Anal ytical Cuidance Attachnents Nunber
Filth, Mld, And Foreign Cbjects: M croscopic/Macroscopic A-2
Parasites (Fresh, Refrigerated Fish, Fillets O Steaks) A-3
Deconposi tion A-4

M cr obi ol ogi cal A-5

REGULATORY/ ADM NI STRATI VE STRATEGY

See main body of this Conpliance Program PART V - REGULATORY/
ADM NI STRATI VE STRATEGY for further information and gui dance.
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FILTH, MOLD AND FOREI GN OBJECT ANALYTI CAL GUI DANCE
M CROSCOPI C/ MACROSCCPI C

. LABORATORI ES:

Col l ecting Region/District Analyzing Laboratory

NE NRL
CE
BLT, CIN SRL
CH, MN ARL
N,  PHI NRL
SE SRL
SWand PA DFS will identify the

servicing Lab **
NOTE: Each subsanpl e shoul d be exani ned individually.
Unidentifiable items should be submitted to CFSAN, Ofice of Plant and

Dai ry Foods and Beverages, Division of Mcro-analytical Evaluations,
HFS- 315, Alan R Qsen, (301) 436-1962.

. REPORTI NG
Record all results in FACTS of Analytical Results using Problem Area
Flag: FIL; and PAC 03844B. *x
1. METHODOLOGY:

A. Ceneral Seafood References

. AOCAC, 16th Ed., Chapter 16, Extraneous Materials: Isolation
. JAQAC (InterimOficial First Action Methods)

. FDA Laboratory Bulletin (LIB) # 3172 - Filth in Shrinp

. M cr oanal yti cal Procedures Manual (NMAM

B. Specific Seaf ood References

Mol | uscan Shel | fi sh

At the present time, there is no special analytical nethod to
determine filth directly applicable to products covered in this
program (fresh/frozen shellfish). However, depending on the type of
filth suspected, adaptations of the various nethods described in the
M cro-anal ytical Manual and in the 16th edition of the Oficial
Met hods of Analysis of the Association of Oficial Analytical

Chem sts (AQAC), are appropriate.
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PARASI TE ANALYTI CAL GUI DANCE

FI ELD LABORATORI ES

Col l ecting Region/District Anal yzi ng Laboratory
NE NRL
CE
BLT, CIN SRL
CH, MN ARL
NWJ,  PHI NRL
SE SRL
SWand PA DFS will identify the
servicing Lab *x

METHOD: BAM 8th Edition, Revision A, 1998, Chapter 19. Parasitic
Aninmals in Foods, Il. Candling to Detect Parasites in Finfish,
pp. 19.04-19. 05.

REPORTI NG

Record all results in FACTS of Parasite Analytical Results using Problem
Area Flag: PAR and PAC 03844B. *

Parasite ldentification

For actionable lots, fix parasites as described in BAM and submit to the
parasite expert designated for your region for identification and/or
confirmation. Send a m ni mum of 3 whol e parasites of each species found
and all head/tail fragnents found.

Label vials with sanple and subsanpl e nunbers and i nclude a hard copy of
t he FACTS anal ytical screen in the shipping container

After contacting Shelagh D. Schopen at (425) 483-4880, ALL regions
shoul d ship sanples to:

Shel agh D. Schopen
FDA/ SEA- DO HFR- PA 360

22201 23'Y Drive, SE
Bot hel |, WA 98021- 4421 *

Parasite Fixation

See reference in BAM 8th Edition, Revision A 1998, Chapter 19.
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| MPORT SEAFOCD PRODUCTS PROGRAM
DECOVPCSI TI ON. ANALYTI CAL GUI DANCE
DECOVPCSI TI ON_ANALYSI S

l. LABORATCRI ES:
** Col l ecting Region/District Anal yzi ng Laboratory

NE NRL

CE
BLT, CIN SRL
CH, MN ARL
NWI, PHI NRL

SE SRL

SWand PA DFS will identify the

servicing Lab *x
|| . GENERAL METHODS

Indol e: AOAC, 16'" Ed., 981.07, Section 35.1.35, l|iquid chromatographic
fluoronetric nethod.

Hi stamine: AOAC, 16'" Ed., 977.13, Section 35.1.32, fluorometric
nmet hod, as nodified to include 75% net hanol for 100%
met hanol

Organoleptic: Oiginal and confirmatory organol eptic anal yses shoul d
only be perforned by qualified analysts. Al subsanples
col l ected for decomposition should be exam ned.
Confirmatory anal ysis shoul d be conducted on the sane
subsanpl es used for the original analysis.

Positive organol eptic findings by a National Expert do
not require confirmation. Processed products without
obvi ous odors of deconposition nmust still be chemically
anal yzed.

[11. REPORTI NG REQUI REMENTS

** Record all deconposition results in FACTS using:
Probl em Area Fl ag: DEC, and
PAC: 03844C. **

V. ANALYSI S REQUI REMENTS ARE SPECI FI C FOR PRODUCTS AS FOLLOWG:

1. POTENTIALLY SCOVMBROTOXI C SPECIES (E.G, MAH MAHI, TUNA) RAW
FRESH FROZEN FI SH, ONLY

a. ORGANCLEPTI C

Fol | ow Organol eptic Method and Reporting Requirements as specified
in the beginning of this section

(1) When an original organoleptic analysis is perforned and
odors of deconposition are detected, original results mnust
be confirmed by organol eptic analysis by a National Expert
or by histam ne analysis. Wen confirm ng positive
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organol eptic results by histam ne anal ysis, analyze a
m ni mum of six subsanpl es for histam ne, which should
i ncl ude the subs exhi biting odors of deconposition

(2) If the sanple does not exhibit odors of deconposition, a
hi st am ne anal ysis of six subsanples is required.

H STAM NE

Fol | ow Hi st am ne Method as specified in the beginning of this
section. Preparation for histam ne analysis should begin

i mediately after conpletion of the organol eptic exani nation

Sanpl e Preparation

NOTE: There are no A or B portions.

Fillet: Cut a transverse section (approximtely 454 g) fromthe
anterior end (if it can be determned) of the fish fillet
and grind the transverse section

St eaks: Remnove bone fromthe steak and grind the entire
subsanpl e.

Ceneral Instructions:

Pass the specified fish portion through a food grinder or a
food processor and renmove a 10 g portion fromeach subsanpl e

(1) Hi st am ne Check Anal ysis:
I f any subsanple is found to contain histam ne greater than
or equal to 50 ppm then performa check analysis on 10
additional grans fromthe same ground subsanpl e.

(2) Noti fication of CFSAN
When histamine is found in one or nore subsanples at greater
than or equal to 50 ppm by original and check anal ysis or
when sanples are involved in an illness, contact
CFSAN OFP/ DOEP/ | mports Branch, HFS-606 for further
i nstructions.

2. CANNED TUNA

a.

NOTES:

O ganol eptic

24 cans must be anal yzed organol eptically. Wen an origina
organol eptic analysis is performed and odors of deconposition are
detected in any subsanples, original results nmust be confirned by
organol epti c analysis by a National Expert OR by histanine

anal ysis. When confirm ng organoleptic results by histam ne

anal ysi s, analyze a mnimum of six subsanples, which should

i ncl ude the subs exhibiting odors of deconposition

In the case of cans larger than one (1) pound, only twelve (12)
cans are required for collection. Therefore, only twelve (12) cans
will be available for analysis.
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e |If the servicing | aboratory does not have a National Expert, and
it is decided to confirmby organol eptic analysis, then send 24
unopened containers fromthe sane can code mx as that of the
original exam ned portion to the National Expert.

« |f evidence of deconposition is found in only 1 of 24 cans,
anal yze the cans for histamne until at |east 2 subsanples are
found to contain 50 or nore ppm histam ne (by original and check
anal ysis) or until 24 cans are anal yzed.

For all canned tuna sanples that exhibit no decomposition in al
24 cans exam ned organol eptically, analyze a mni numof six (6)
cans per can code contained in the sanple.

b. Hi stami ne Anal ysis

Fol | ow Hi st am ne Method as specified in the beginning of this
section. Preparation for histam ne anal ysis should begin
i medi ately after conpletion of the organol eptic exani nation

When 2 or nore subsanpl es contain histam ne at or above 50 ppm a
check histamine analysis is to be performed on a mni mum of two
subs showi ng the high histanmine levels, utilizing the sane ground
portion used for the original histanm ne analysis.

Regul atory action nay be recomrended if the original and check
anal yses neet one of the following criteria:

(1) If at least two (2) cans are found to contain histanine at
| evel s of 50 ppmor greater in both original and check
anal yses, or,

(2) In the event that the histam ne | evel for one of the six
cans anal yzed neets or exceeds 50 ppm and is less than 500
ppm, the laboratory nmust continue to analyze additiona
cans until the criteria in CPG section 540.525 (7108. 24)
are met, i.e., until one other can is found to contain 50 -
500 ppm histamine or a total of 24 cans are analyzed. No
evi dence of odor or honeyconbing is necessary when these
hi stam ne criteria are net. or,

(3) When histamine is found in any subsanple at or above 50 ngy
per 100 g (500 ppm} or when sanples are involved in an
illness, contact CFSAN, O fice of Enforcement, Director
Di vi sion of Conpliance, HFS-605, (301) 436-2062 for further
i nstructions.

c. CFSAN will continue to support regulatory action on shipnents of
canned tuna that are found organol eptically deconposed in
accordance with CPG Manual Sec. 540.525 (CPG 7108.240). It is not
necessary to perform Hi stani ne anal ysis when a National Expert
confirnms deconposition

3. SHRI MP

a. Fresh/Frozen Shrinp
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(1) Organol epti ¢ Exami nation

Fol | ow Organol eptic Met hod and Reporting Requirenments as
specified in the beginning of this section. |If any of the
subsanpl es contai n odors of deconposition, confirmresults
by organol eptic confirmation analysis, or

(2) I ndol e:

Confirmorganol eptic results by analyzing a m ni mum of six
subsanpl es for indole. These subsanpl es shoul d include

t hose subsanpl es exhi biting odors of deconposition. Using
the conposites utilized for the original indole analysis,
performa check indole analysis on the two subs that had the
hi ghest indole levels in the original indole analysis.

In the absence of finding odors of deconposition by

organol eptic anal ysis AND where processing coul d mask
deconposition odor, e.g., heavy chlorine odor, etc., analyze
ALL subs for indole.

b. Canned Shri np/ Cooked, Frozen Shrinp

(1) Organol epti ¢ Exami nati on:
Fol | ow Organol eptic Met hod and Reporting Requirenments as

specified in the beginning of this section. If no odors of
deconposition are detected, then analyze a m ni mum of six
subs for indole. |f any of the subsanples contain odors of

deconposition, confirmresults by organol eptic confirmation
analysis if a National Expert is available; or, if a
Nati onal Expert is not avail abl e,

(2) I ndol e:  Confirm by anal yzing the subsanples for indole.

(a) conposite the entire sub (drained of liquid), not just
the 25 g necessary to run the sanple.

(b) Di scard any liquid in the can before conpositing
unless the liquid is intended to be eaten, e.g.
canned soup product.

(c) If the sub is significantly larger than 454 g, renove
454 g of the sub and conposite this for indole
anal ysi s.

(d) If indole is detected, using the original comnposites

anal yzed for indole, do a check indole analysis on the
two subs that had the highest indole |evel in the
original indole analysis

4. CANNED ABALONE - LIKE SHELLFI SH;, CRABMEAT

a. Organol eptic Exam nation
Fol | ow Organol eptic Method and Reporting Requirements as specified
in the beginning of this section. |f any of the subsanples
contain odors of deconposition, confirmresults by organol eptic
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confirmati on anal ysis, or

I ndol e Anal ysi s

Confirmorganol eptic results by anal yzing a m ni mum of six
subsanpl es for indole. These subsanples should include those
sanmpl es exhi biting odors of deconposition. Using the origina
conposites anal yzed for indole, do a check indole analysis on the
two subs that had the highest indole level in the original indole
anal ysi s.

5. M SCELLANEQUS SEAFOOD i ncl udi ng:

ANCHOVI ES, SARDI NES, ETC., (Pl anktivorous)

CANNED SALMON

CRAYFI SH, LANGASTI NCS

FRESH FRQZEN FI SH OR FI LLETS (Non- Sconbr ot oxi ¢ Fish, only)
LOBSTER

MOLLUSCAN SHELLFI SH

SCALLOPS

SQUI D

O ganol epti ¢ Exami nati on:

Fol | ow Organol eptic Method and Reporting Requirements as specified
in the beginning of this section. |f any of the subsanples
contain odors of deconposition, confirmresults by organol eptic
confirmation anal ysi s.
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M CROBI OLOG CAL ANALYTI CAL GUI DANCE

l. Labor at ori es:

* Col l ecting Region / District Anal yzi ng Laboratory
NE NRL
CE
BLT, CIN SRL
CH, MN ARL
N,  PHI NRL
SE SRL
SW DEN
PA District servicing Lab **

. FACTS Reporting Requirenents

** Record all mcrobiology results in FACTS using:
Pr obl em Area Fl ag: M C, and,
PAC: 03844D

I1l. Analysis of Seafood in Seal ed Packages:
(i.e., vacuum packaged, nodified atnmosphere, pickled)

NOTE: Product package should contain |labeling with the statenent keep
refrigerated, or keep frozen

A. Vacuum Packaged, Modified Atnosphere Products (snoked fish)
A maj or concern with this type of product is C. botulinum To
control this bacteria s growth in the product, the water-phase-salt
(wps) level, that is critical to the food's safety, is adjusted.
Nitrite, when permtted, allows a lower level of salt to be used.

Two techniques to control the wps are:

o sufficient salt is added to produce in the loin nuscle of the
fini shed product a wps | evel of at |east 3.5% or

* the finished product contains the conbination of at |east 3.0% wps
in the loin nuscle and not |ess than 100 ppmnitrite.

The foll owing are anal ytical nethods to check salt and nitrite
content in the finished product.

1. WATER PHASE SALT

a. For Misture Content (Total Solids) analysis, use ACAC, 16th
Ed., Chapter 35, Section 35.1.13, (952.08).

NOTE: In lieu of the asbestos fibers specified in this nethod, use 10
g of sand or pumi ce.

b. For Water-Phase Salt analysis, use AOAC, 16th Ed., Chapter 35
Section 35.1.18, (937.09).
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NOTE:

NOTE:

Cal cul ate water phase salt, i.e., salt concentration expressed as
percent of salt in aqueous portion of the Ioin muscle by utilizing
the formul a:

% salt aqueous = % salt x 100
phase 0 @ ceeeeeaoaoo-
% water + % of salt

NI TRI TES
Met hod: AQAC, 16th Ed., Chapter 39, Section 39.1.21, (973.31)

Anal yze for nitrite only if nitrite is declared on the |abel or if
there is no labeling with the product, to determine if nitrite was
used and at what concentration, in ppm

In determining the safety of smoked fish examine ten (10)
i ndi vi dual subsanples for nitrites.

Do not use the compositing instructions in CPG 540.200 or 540. 500
for determination of nitrites when testing snoked fish products.
These CPGs are food additive procedures that test for toxic |levels
of nitrite. Conposite subsanples are used to detern ne whether a
product exceeds the maxi mum pernitted food additive | evel for
nitrite, i.e., 200 ppm See Attachnment C - Project 09 Food and
Col or Additives.

BOTULI NUM SPORES

Do not test for the presence of spores or toxin unless inplicated
in a food poi soning case.

If there is direct evidence of botulismtoxin and it is inplicated
by clinical evidence, sanples should be sent directly to a
servicing laboratory with aninal capabilities (SRL or PRL-NW. SRL
will service NE, CE, and SE Regions. PRL-NWw || service the SW
and PA Regi ons.

a. Examine 12 individual subsanples.
b. Use BAM 8th Ed., Revision A 1998, Chapter 17, C ostridium

botul i num Screeni ng Procedure for C ostridium botulinum Type
E Spores in Snoked Fi sh, pages 17.07 - 17.08.)

B. Pickl ed Seafood (Il abel ed keep refrigerated)

1

Check pH If the pH= 4.6, do 2. and 3. below. Oherw se, the
anal ysis is finished.

Check Water Phase Salt as described above in Item A Vacuum
Packaged, Modified Atnobsphere Products.

Check for Nitrite concentration in PPM using

AOAC, 16'" Ed., Chapter 39, Section 39.1.21 (973.31) Nitrites in
Cured Meat. *x
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I V. CGeneral Met hod References:
Bacteri ol ogi cal Anal ytical Manual BAM 8th Ed., Revision A 1998.

AOQAC, 16th. Ed., Chapter 17, M crobiol ogical Methods

NOTES:

e |f deened appropriate for surveillance data gathering or regul atory
pur poses, the laboratory branch can perform additional analyses in
conjunction with those requested by the investigator.

e Conposite for analysis if specified by BAM or by any of the follow ng
speci al methods instructions. Oherw se, each individual subsanple is
to be anal yzed.

V. Speci fic Met hod References:

A. LST-MJG for Detection of E. coli and Coliforns (Chapter 4, BAM 8th
Ed., Revision A 1998).

LST- MJUG may be used to exanine for colifornms when both E. coli and
coliformanal yses are required in chilled and frozen foods, ONLY.
The presunptive test for coliforns can be perforned in conjunction
with the test for E. coli by preparing LST-MJG with gas tubes (i.e.,
using the sane nedium LST-MJG for the detection of E. coli and
coliforns).

B. Enterotoxigenic E. coli (ETEC), Cene Probe

Do not perform ETEC anal ysis unless the level of E coli detected is
greater than or equal to 10, 000 per gram

Met hod: BAM 8th Ed., Revision A, 1998, Chapter 24, ldentification
of Foodborne Bacterial Pathogens by Gene Probe,
Ent er ot oxi geni ¢ Escherichia coli, pages 24.01 - 24.33.

C. Sal monel | a

1. Ceneral Method: Use BAM 8th Ed., Revision A 1998, Chapter 5,
Sal monella Additionally, Rapid Test Kits as identified in the
nmeno, CQui dance for the use of Rapid Methods for Food M crobi ol ogy
dated April 24, 1998 may be used as per the instructions and
restrictions contained therein. |If a |laboratory does not have
this meno on hand, they should request a copy of it fromthe
Di vision of Field Science, HFC 140.

2. Speciation
If positive for Sal nonella, prepare BH slants and provide

hardcopy infornmation requested under BAM 8th Ed., Revision A
1998, E. 11. and send to ARL(HFR- SWs00) under seal for speciation:
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NOTE:

Doris Farmer, HFR- SW500
U S. Food & Drug Administration
Ar kansas Regi onal Laboratory
3900 NCTR Rd., Bldg. 14, Room 14C- 126
Jefferson, Arkansas 72079-9502

Prior to sending the slants, please notify Ms. Farnmer at:
Tel # 870-543- 7853
Fax# 870-543- 7854

D. Listeria

1

General Met hod
BAM 8th Ed., Revision A, 1998, Chapter 10 Listeria npbnocytogenes,
and Chapter 11, Serodi agnosis of Listeria nonocytogenes.

Additionally, Rapid Test Kits as identified in the nmeno, Quidance
for the use of Listeria Rapid Methods for Food M crobiol ogy dated
July 9, 1998 may be used as per the instructions and restrictions
contained therein. |If a |aboratory does not have this nmeno on
hand, they should request a copy of it fromthe Division of Field
Sci ence, HFC 140.

SAFETY PRECAUTI ONS: Medi a preparation for L. nbnocytogenes
directs the use of cyclohexinmde, which is an extrenely toxic
chemical, and acriflavine, which is a powerful mnmutagen (use
caution).

Since the L. nonocytogenes nethod gives the option of using O -
napht hol, DO NOT use [ - Naphthyl amine. Al analysts should take
extrene safety precauti ons when handling these chemcals; e.g.
wei gh in a containnent hood free of drafts; wear gloves and face
mask. Those | aboratories with pesticide capabilities should take
addi ti onal precautions agai nst possi ble contam nation as

cycl oheximde is a fungicide.

Conposi ting/ Sanpl e Preparation Instructions

Listeria analysis will be done only on ready to eat food products
that require no further or niniml processing by the consuner.

The analysis will be conducted on a conposite basis, ONLY (i.e.
anal yze two (2) conposites per sanples).

This includes all follow up sanples collected based on an initial
positive finding (if appropriate).

Use the foll owi ng procedure for preparing each conposite:

e 6 subs/sanple - Renpbve 80 g fromeach of three (3) subsanples.
Each conposite size is 240 g.

e 10 subs/sanple - Renpbve 50 g fromeach of five (5) subsanples.
Each conposite size is 250 g.

Once the two conposites have been prepared, renove 25 nlL or g from
each conposite for analysis. Mx the 25 nL or g with 225 nL
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Li steria enrichment broth.

3. Incubate EB (enrichnent broth) mxture for at total of 48 hours at
30° Proceed with BAM 8th Ed., Revision A 1998, Chap. 10, p.
10.4, D. Isolation Procedure.

NOTE: If the sanple is to be analyzed for both Listeria and Sal nonell a then
conposite subsanples for Salnonella as outlined in BAM 8" Ed., Revision
A, 1998, Chapter 1, page 3, then randomy select ten (10) subsanples
fromthe original sanmple to prepare the two conmposites for Listeria
anal ysis as outlined above.

4. Enuneration / Gene Probe / 3 Tube Met hod

NOTE: |If L. Mbnocytogenes is found, regul atory consideration should proceed.
Do not wait for the result of the probe.

The increasing inportance of risk analysis makes it inperative
that Listeria positive sanples be enunerated (see BAM Chapter
10). This is especially inportant for snoked Seaf ood.

If the ready-to-eat product was found to be positive for L.
Monocyt ogenes and growth was observed at 24 hours, then enunerate
usi ng the gene probe nethod on a conposite basis using 1:10 and
1:100 dilutions. Use BAM 8th Ed., Revision A, 1998, Ch. 24,
Identification of Foodborne Bacterial Pathogens by Gene Probe.

Al ternatively, sanples positive at 24 or 48 hours should be
enunerated by the 3 tube MPN sel ective enrichnment nethod and/or by
direct selective agar plate count. If necessary, consult Tony
Hi tchins at (301) 436-1649 about enunerating.

E. Staphyl ococcus aureus

Ceneral Met hodol ogy

1. Examine individual subsanples

2. Direct mcroscope exam nation, BAM 8th Ed., Revision A 1998,
Chapter 2, Mcroscopic Exam nati on of Foods. NOTE: Do not
guantitate. Do snear to get general idea of nunmber of cocc
present, only.

3. Direct Plate Count, BAM 8th Ed., Revision A 1998, Chapter 12,
St aphyl ococcus aur eus.

4. ldentification, coagulase, ancillary tests, and viable count
(MPN) BAM 8th Ed., Revision A 1998, Chapter 12, Staphyl ococcus
aur eus.

NOTES:

 Performenterotoxin testing if product abuse is suspected, if viable
St aphyl ococcus spp. colonies, MPN results or if direct Plate counts
indicate a level of 1 x 10%

e 2. Do not performthe MPN nmethod, if the Direct Plate Count (DPC) is
used for the analysis. However, CFSAN recomends that both tests be

TRANSMITTAL NO: PAGE 5

FORM FDA 2438b (2/95)




PROGRAM 7303. 844 ATTACHMENT A - 5

sta
m g
t he

rted at the sanme tinme since it is not possible to know if results
ht be obtained fromthe DPC nethod until that test is conpleted. By
time the DPC nmethod has been conpleted, it is possible that the

sanpl e may no | onger be representative of the |ot. **

St aphyl ococcal Enterotoxin Determnation

Fol | ow net hodol ogy outlined in the neno Revi sed Gui dance for
St aphyl ococcal enterotoxin Testing in Foods dated August 1, 1997,

i ssued by the Director, D vision of Enforcement and Prograns, HFS-
605. |If you do not have a copy of this neno, please contact Frank
Si kor sky, HFS-606, at phone (301) 436-1623, or FAX (301) 436-2716.

F. V. chol erae, V. parahaenolyticus, V. vulnificus

a. Ceneral Instructions

Each sanple will be exam ned on an individual subsanple basis
except for the analysis using the Pol ynerase Chain Reaction (PCR)
for V. cholerae enterotoxigenic strains nethod (see V. chol erae
section below). Wen the PCR nethod is used, the sanmple will be
anal yzed on a conposite basis (see below for instructions).

b. Methods
General Method:
BAM 8th Ed., Revision A 1998, Chapter 9, V. cholerae, V.
par ahaenol yti cus, V. vulnificus, and Other Vibrio spp.

PCR for V. chol erae: BAM 8th Ed., Revision A 1998, Chapter 28.

V. parahaenol yticus: Isolation, identification, and enuneration.
V. vul nificus: I solation, identification and enunerati on.
V. chol erae: Isolation, identification, pathogenicity

and PCR

a. Each sanmple will be analyzed using the BAM 8th ED., Revision
A, 1998, Chapter 9, V. cholerae... et.al. and Chapter 28 -
Det ection of Enterotoxigenic V. cholerae in Foods by PCR

b. If the sanple was found to be positive for V. cholerae, send
one set of ALL isolates of V. cholerae 01 or non-01 to the
foll owi ng address for confirmation:

FDA/ CFSAN Di vi si on of Virul ence Assessnment, HFS-025
ATTN. Mahendra Kot hary

MOD-1 Facility

8301 Muirkirk Road

Laurel, MD 20708

Call for shipment coordination, (301) 827-8616

c. Al kaline Peptone Water (APW Lysate Preparation for PCR
anal ysi s.

TRANSMITTAL NO:

PAGE 6

FORM FDA 2438b (2/95)




PROGRAM 7303. 844 ATTACHMENT A - 5

NOTE: Use the following instructions in Iieu of Chapter 28, Page 28.04, APW

NOTE:

NOTE:

NOTE:

Enri chment Lysate Preparation.

1. Once the appropriate dilutions have been prepared for each
of the individual ten (10) subsanpl es using the BAM net hod,
the | aboratory will prepare two (2) APWIysate composites
fromthe original 1:10 APWdilutions (e.g., the bl ended
solution) PRIOR to incubation.

For products with potential inhibitory effect of the PCR reaction (e.g.,
oyster, raw shrinp, products with possible high concentration of mcro
flora) APWI|ysate conposites will be prepared fromthe original 1:100
APW di | uti ons.

2. One APW Il ysate conposite will be prepared by removing 1.0 niL
fromeach of the 1:10 (or 1:100, as appropriate) dilutions
for subsanples 1 through 5 (e.g., conposite #1A) and the
second APW | ysate conmposite will be prepared by renoving 1.0
nL fromeach of the 1:10 (or 1:100, as appropriate)
dilutions for subsamples 5 trough 10 (e.g., conposite #1B).

3. These APW Il ysate conposites will be designated as zero (0)
tine |ysates, (e.g., conposites 1A and 1B). Boil for 5 mn,
then freeze.

4. Prepare a second set of APWIysate conposites from ori ginal
1:10 or 1:100 dilutions AFTER the 6 - 8 hour incubation
period at 37 C. Use step 2. above.

If the sample is frozen, prepare the APWIysate conposites
using step 2. above fromthe original 1:10 or 1:100
dilutions AFTER the 16 - 24 hour incubation.

This lysate will be tested first using the PCRtest. If this |lysate
cannot be tested i nmediately, then freeze until the PCR test can be
per f or med.

5. See BAM 8th Ed., Revision A 1998, Chapter 28, for
clarification and further instructions for PCR anal ysis.

Mol | uscan Shel | fi sh Sanpl e Preparation/ Met hods

Fresh nol | uscan shell fish sanpl es nust be analyzed within 24 hours from
time of collection.

Sanpl e Preparation/ Method for M crobiol ogical Analysis

e (Ceaning shellfish in the shell (Part 111, B,2.1),
e« preparing shucked shellfish (Part I11,B,2.2), and

e Recommended Procedures for the Exanm nation of Sea Water and
Shel [ fish, APHA, Inc., 4th Ed., 1970.

For each subsanpl e:

1. Weigh 200 g of shell liquor and neats (approximtely 10 - 12
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medi uni | arge shell fish; approxinmately 25 small shellfish or 1/2
I b. shucked shellfish).

2. &ind for 30 seconds. |If not possible, blend in sterile blender
for 30 sec. It may be necessary to cut neats with sterile
sci ssors or knives prior to grinding/ blending.

3. Remove 25 g of the neat honogenate for V. parahaenol yticus and V.
vul ni fi cus anal ysi s.

4. Renove two (2) - 25 g neat honogenate portions for V. chol erae
anal ysi s.

5. The renmi ni ng approxi mate 100 g neat honogenate will be bl ended
with 100 nL sterile buffered phosphate water or 0.5% sterile
pept one water for 60 sec. This honbgenate will be used for APC
coliforns, fecal coliforms and E. coli (ETEC as appropriate).

NOTE: |f the shellfish product is cooked, snoked, pasteurized or thermally
processed then renove an additional 25 g neat honpgenate for Listeria
anal ysis. The renai ni ng neat honogenate will be approximtely 75 g and
this should be blended with 75 nL sterile buffered phosphate water or
0.5% sterile peptone water for step e. above

TRANSMITTAL NO: PAGE 8

FORM FDA 2438b (2/95)




PROGRAM 7303. 844 ATTACHMENTA - 6

Collect this steak!
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| MPORT SEAFOOD PRODUCT PROGRAM
PRQIECT 07 - MOLECULAR BI OLOGY AND NATURAL TOXI NS
I nvestigative Activities and Anal ytical Guidance

FACTS REPORTI NG REQUI REMENTS

Record all deconposition results in FACTS using Problem Area Flag: BIQ
and PAC 07844. >

SAMPLE GUI DANCE - Seafood to Sanple
Col I ect whole product, i.e., it must contain the viscera.

Do not sanple:

 eviscerated product,
e fresh water species.

General ly, product will be raw frozen or raw iced. Product can also be
col l ected which is canned, cooked, or dried.

Shrinp, Anchovies, and Sardi nes should only be tested for ASP. Al
ot her species can be tested for either ASP, PSP or both. |F THE SPECI ES
COLLECTED I'S FOR BOTH ASP AND PSP ANALYSI S, THEN DOUBLE THE SUBSAMPLE
S| ZE.
A. Crustaceans
1. Product to Sanple

| F AT ALL POSSI BLE, ATTEMPT TO COLLECT WHOLE, RAW CRUSTACEANS
(e.g., shrimp with head on, crab and | obster with viscera).

If this is not possible then collect whole, cooked crustaceans
wi th viscera and head intact.

2. Sanple Size — See Attachnent D

B. Molluscan Shellfish - Cans, Missels, Oysters, Scall ops

1. Cdans, Mussels, Oysters
a. Sanple size — See Attachnent D

b. Sanpl e handling
« Sampl es need not be collected aseptically.

* In-shell Ml luscan Shellfish - Sanples of shellfish
shoul d be collected in clean containers. The
cont ai ner should be waterproof, and be durabl e enough
to withstand the cutting action of the shellfish and
abrasion during transportation. Waterproof paper
bags, paraffined cardboard cups or plastic bags are
suitable types of containers. A tin can with a tight
lidis also suitable. Shell-stock sanples shoul d be
kept in dry storage at refrigerated tenperature.

Shel |l stock should not be allowed to come in contact
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with ice.

* Shucked Mdlluscan Shellfish - A sterile wide nmouth
jar of a suitable capacity with a watertight closure
is an acceptable container for subsanples. Consuner
si ze packages are acceptable provided that they
contai n an adequate nunber of aninmals for analysis
(10 or nore, 20 gmor nore each). Sanples of shucked
shel I fish shall be refrigerated i nmedi ately after
collection by packing in crushed ice and be kept so
until exam ned.

e Frozen Shucked Mol luscan Shellfish - If the package
contai ns an adequate nunber of aninmals, (see a)
Sanpl e Size above) one or two packages may be taken
as a subsanple. Subsanples fromlarger blocks may be
taken by coring with a suitable instrunent or by
qguartering, using sterile techniques. Cores or
qgquartered sanple should be transferred to sterile
wi de nouth jars for transportation to the | aboratory.
Keep sanpl es of frozen shucked nolluscan shellfish in
the frozen state at tenperatures close to those at
whi ch the stock was maintained. When this is not
possi bl e, sanples should be packed in crushed ice and
kept so until exam ned.

2. Scal |l ops
Col  ect only whol e scallops. See Attachment D

Pl ankti vorous and Unevi scerated Fin Fish (e.g., anchovies,
sardines, etc.) (to be consunmed whol e)

A sanple will consist of three (3) subsanples. Each subsanple
wi Il consist of enough individual fish to yield a m ninmm of
227 granms (e.g., 1/2 Ibs.) edible portion and a m ni mum of 25
grams (1.0 ounce) of viscera for anal yses.

[11. ANALYTI CAL GUI DANCE

A

* %

Paral ytic Shellfish Poi son (PSP)

1. Testing Laboratories

Servicing Laboratories Col | ecti ng Regi on
SRL NE
CE
SE
PRL- NW
sSw
PA

2. Met hodol ogy

AQAC, 16h Ed., Vol. 2, 959.08, Section 49.9.01.
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3. Preparation

Each subsanple will be honpgeni zed and anal yzed separately (e.g.
total of three (3) analyses per sanple). Laboratories can obtain
a PSP standard t hrough O fice of Seafood, Division of Science and
Appl i ed Technol ogy, Washi ngt on Seaf ood Laboratory Branch, Sherwood
Hal | , HFS-425, (202) 205-4818.

B. Amesic Shell fish Poi son (ASP)/ Donoic Acid

1. Testing Laboratories

Col I ecti ng Region Servi cing Laboratories
SRL
CE
BLT, CIN, PHI SRL
CH, MN PRL- NW
SE SRL
SW PRL- NW
PA PRL- NW *

2. Met hodol ogy

a. ASP Met hodol ogy: The new net hod Donmpi ¢ Acid Anal ysis in Seaf ood
Products usi ng Aqueous Extraction is included in the Donestic
Fi sh and Fishery Products Inspection Conpliance Program

b. Each subsanple will be honpgeni zed and anal yzed separately. For
bi val ve nol |l usks, the entire animal should be honogeni zed. For
ot her ani mal s, honpgeni ze only the viscera. *x

3. Preparation
a. Mol luscan Shellfish:

Each subsanple will be honpgeni zed and anal yzed separately
(e.g., total of three (3) anal yses per sanple).

b. Scal | ops:

For each subsanpl e, separate the adductor nuscle fromthe
viscera. The adductor nuscle and the viscera portions will be
honogeni zed and anal yzed separately (e.g., total of six (6)
anal yses per sanple; three (3) for the adductor mnuscle and
three (3) for the viscera).

c. Crustaceans:

For each subsanpl e, separate the edible portion fromthe
vi scera (hepatopancreas/mustard to be included with the
viscera) in the case of |obsters and crabs or separate the
edi bl e portion fromthe heads in the case of shrinp.

NOTE: Crab sanpl es nust be cooked for fifteen (15) minutes in boiling water
bef ore bei ng separated and honogeni zed.
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The edible portion and the visceral/head portions will be
honogeni zed and anal yzed separately (e.g., total of six (6)

anal yses per sanple; three (3) for the edible portion and three
(3) for the visceral head).

d. Fin Fish (Pl anktivorous and Unevi scerat ed; Consuned Whol e):

For each subsanpl e, separate the edible portion fromthe
viscera. The edible portion and the viscera portion will be
honogeni zed and anal yzed separately (e.g., total of six (6)

anal yses per sanple; three (3) for the edible portion and three
(3) for the visceral head).

V. REPORTI NG

| f

the following | evels are found:

A. notify collecting District’s Conpliance Branch i nmedi ately so the
appropriate followup action can be initiated:
e > 80 pg/100g paralytic shellfish poison (PSP) in nolluscan
shel | fish;
e >80 pug in the edible portion for other seafood products;
e = 20 ppm Donpi c acid, EXCEPT in the case of dungeness crab
vi scera, where the level is 30 ppm
B. Report findings into the FACTS anal ytical screen using PAF:. BIQO
V. REGULATORY/ ADM NI STRATI VE STRATEGY
See main body of this Conpliance Program Part V - REGULATORY/

ADM NI STRATI VE i nstructions for guidance.
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| MPORT SEAFOOD PRODUCTS PROGRAM
PRQIECT 09 - FOOD AND COLOR ADDI TI VES
I nvestigative Activities and Anal ytical Guidance

. FACTS REPORTI NG REQUI REMENTS

A. Program Assi gnnment Codes (PAGCs)
The following PACs are to be used for reporting all inport operations:

09844E Col or Additives
09844F Food Additives

B. Probl em Area Fl ags (PAFs)

Col I ections and Anal yses: FAD - Food Additives
COL - Color Additives

. SAMPLE GUI DANCE

A. Ceneral Information

The Center is prepared to nove qui ckly agai nst products containing
banned, illegal, or inproperly used food or color additives.

Past food additive problem areas include the follow ng:

e Sulfites in shrinp
e Undeclared nitrates and nitrites in fishery products

Col I ect sanmples of inported seafood products having a known or
suspected potential for food and color additive violations.

Subst ances specifically prohibited fromuse in human food are |isted
in 21 CFR 189. The functions of conmon categories of food chemicals
are given in 21 CFR 170. 3(0).

Refer to Regul atory Procedures Manual, Chapter 9, for procedura
gui del i nes.

CFSAN Assignnents, Inport Alerts, and Inport Bulletins may al so be
accessed and searched via the FDA Inport Alert Retrieval System
( FI ARS)

Refer to IOMfor inport sanpling procedures. Refer to IOMfor food
addi tive and color additive status |lists.

B. Cooked Sal ad Shrinp

Cooked sal ad shrinp nay be colored if the shrinp is |labeled in
accordance with CPG 7127.01 (new Section 587.100) and if the

princi pal display panel of the |abel bears the product name as
Artificially Col ored Cooked Shrinp. Wen FD&C Red No. 40 is used as
the color, the comon or usual nane of the certified color nust be
stated in the ingredient list, i.e. FD& Red No. 40, Red No. 40, or
Red 40, as per Section 101.22(k). Examine the |abels of cooked
shrinp collected to ascertain the shrinp are accurately |abeled if
color is added. Understand that if color is used to mask
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deconposi ti on, however, this would be in violation of the FD&C Act.

C. Sanple Collection

1. Food Additives

In nost cases, the size of a sanple collected for filth analysis
will be sufficient for the food additive anal ysis as well.
However, it is best to consult with the anal yzing | aboratory on
t he amount of sanple required for anal ysis of specific food

addi tives.

Canned Tuna for Sulfite Testing

Each sanple should consist of 1 can of tuna fromeach of 6 cartons
(6 cans total). Each sanple should represent only one | ot code.
Col l ect only three (3) cans of tuna when packaged in 66.5 ounce
cans.

2. Color Additives

VWhen sanpling, collect at a mnimumfour (4) subs, each consisting
of 127 g (4 oz), of the sanpled product.

D. Sanpl e Shi prent

See below, I11. ANALYTICAL GUI DANCE, A. Analyzing Laboratories

[11. ANALYTI CAL GUI DANCE

A. Analyzing Laboratories

Food and Col or Additives

Col l ecting Region /District Servicing Lab
NE NRL
CE
BLT, PH, CI N-Inport NRL
CI N- Donestic SRL
DET, CH, MN ARL
SE SRL
SW ARL
PA SAN >

B. Anal ytical Methodol ogy

Use net hodol ogy appropriate to the product as well as the additive
for which the product is being tested. Various analytica

nmet hodol ogy sources are available for food and col or additives or
additive conmbinations in addition to those |isted below. Consult
with the ORA Scientific Contact prior to analysis if there are
guesti ons about the appropriate methodol ogy.

1. Food Additives

 AQAC, Oficial Methods of Analysis, 16th Edition, Chapters 47
and 48.
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e Food Additives Analytical Manual, Vol. | and Il, 1983 and 1987.

e Food Chenicals Codex, 3rd Edition

e Nitrites

Exam ne i ndi vi dual subsamples. Use AOAC, 16th., Section
39.1.21 (973.31), or Section 39.1.20 (935.48).

e Sulfites In Shrinp

Appropriate screening techni ques may be used to detern ne
residual sulfites. However, since all screening techni ques nay
not give results equivalent to the Mdified Mnier-WIlians

net hod, contact the ORA Scientific contact for approval before
use.

Conduct check anal ysis on any sanpl es containing 100 ppm sul fur
di oxide or greater in the edible portion using the Optim zed
Moni er-W 1 liams nethod, AOAC, 16th Ed., 990.24, Section
47. 3. 43.

Sanpl e Preparation

The anal ytical sanple should consist of a conposite of three
subsanpl es.

FROZEN Shri np/ Prawns - Thaw shrinp at roomtenperature or in
the refrigerator. Allowthe liquid to drain. Renpve and
di scard shells. DO NOT THAW BY | MMERSI NG | N WATER.

FRESH Shrinp/ Prawns - Renove and discard shells.
Conposi ti ng:

Grind (comminute) sanple in a consistent nanner to obtain a
uni f orm conposite. Excessive grinding or incorporation of air
may reduce sulfite |levels.

Sel ect original and check portions fromthe honbgenate.
Maintain these in a frozen state unl ess anal yzed i medi atel y.

e« Sulfites in Canned Tuna

Met hodol ogy:

Each | aboratory may choose to use the Modified Mnier-WIlians
Met hod (Met hod #990.28. AOAC Official Methods of Analysis, 16'"
Ed.) for the original and check analysis. |If the results are
< 10 ppm no further analysis is needed.

Whenever the original analytical results of a Monier-WIlians
test are .10 ppmsulfite, a confirmation and check analysis
using either the lon-Exclusion Method (ACAC Met hod #990. 31) or
the lon-Pairing HPLC Met hod (JAQAC (1989)72(6), 903-906) nmnust
be perforned.

NOTE: If the servicing | aboratory does not have the capability to run the |on-
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Excl usi on or Pairing nmethods, please contact Gregory Di achenko at (301)
436- 1898, who will coordinate the anal ysis of the sanple by these
net hods.

Al ternatively, each |aboratory may choose only to use either
t he i on-excl usion method or the ion-pairing HPLC Method for the
original and the check anal ysis.

Prepar ati on:

Prepare a single conposite of 6 cans (3 cans for cans wei ghi ng
66.5 0zs.) using the entire solid and liquid contents of each
can for the conposite. Do not over-grind and do not add
anything to the conmposite that is not part of the can contents.
M x the conposite thoroughly before wei ghing out analytical
portions.

NOTE: Wien conpositing a sanple of 66.5 oz cans of tuna for sulfite analysis,
the followi ng steps are recommended:

The entire contents of each can is poured into a pan and m xed
by hand so that | arge pieces are broken up and the liquid is
mxed in. An equal portion is renoved fromeach sub and the 3
portions are placed in a food chopper for blending (just to a
consi stent mix).

This will permt the drawing of a representative sanple w thout
subj ecting the product to excessive grinding that mght lead to
loss of sulfite. Analytical and reserve portions are renoved
at this point.

2. Color Additives

e« AQAC, Oficial Methods of Analysis, 16th Edition, Chapter 46

e Attenpt to identify any non-permitted colors present. |f non-
permtted colors are found, check analysis must be conducted.
If one non-permtted color is confirmed, identification of the
remai ni ng col or conponents in the product is not necessary for
initiating regulatory action. However, as resources permt,
the identification of the other color(s) present would inprove
t he agency data base concerni ng col or usage.

e NLEA requires the declaration of all certified color additives
by nane. |If non-declared certified colors are found in a
sanmpl e, perform check anal yses to confirmthe presence of each
non-decl ared certifiable color additive. Follow reporting
instructions for NLEA in the NLEA Enforcenent-Inports
Conpl i ance Program (7321. 007).

e The original or check analysis for the determ nation of a non-
permtted or undeclared col or shoul d al ways include visible
spectra, ideally under acidic, basic, and neutral conditions.
Standard reference spectra in the sane solvents as those for
the sanple extracts should be attached to the anal ytical work-
sheets. Confirnmatory anal yses should include alternative
characterizing data (e.g. TLC RF-values; HPLC retention tines,
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etc.) TLC confirmation should include either tables of RF-
val ues, or reproductions of the TLC plates with spots clearly
circled and | abeled. |If black and white reproductions are
submitted, the color of the spots should al so be reported.

e Do not routinely quantitate colors for which no limts have
been establi shed.

e Be aware of the presence and possible separation of subsidiary and isoneric
Excessively high levels of subsidiaries in FD&C Yel |l ow No. 5,
FD&C Yel  ow No. 6, and FD&C Red No. 40 (vs. the CFR
specification) may indicate the use of non-certified batches of
t hese dyes and should be noted ** in the analytical records. **
C. Reporting
Report all analytical results (food and col or additives) into FACTS.
1. Food Additives:
Use Form Code FAD and Fl ag Code FAD
2. Color Additives:

Use Form Code COL and Flag Code COL
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Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Nat ural Toxins 07844

Economi ¢ Fraud

| oi ns, chunks,
breaded portions.
Random 15 subs,

7 oz.. (2009)
(excl. breading,
gl aze, etc.)

If ea. piece
<200g (7 oz.),
col I ect enough so
1 sub equal s 200g
(7 oz)

packaged. Random
sanples. 1 sub/cs, if

poss. (Pkgs .1 Ib, take
2 subs/cs. max.)
For Lot 500 |bs;
Pkg: 1 1b, 50 subs
>1-5lb, 10 subs

>5| bs, 5 subs

Lot

>500 I bs:1 I'b., 50 subs
>1l b- 51 bs, 15 subs

>5| bs, 10 subs. Prorate
pkg sizes. If firmwon't
break pkg, >10l bs, sanpl e
as bulk.) [IMG 616. 12,

B2a, p. 9]

Take 10 fish of sane
lot. Mn.= 8 oz.
(227 g) per fish.

Sal nonel | a-

Take 15 fish from
sane |ot.

Mn. = 8oz./fish, if
sanpling for mcro
and/ or Sal nonel | a.
[IMG 616.12, Bla]

Seaf ood Filth: Macro Filth: Parasites Deconposi tion M cr obi ol ogi cal (Do not sanpl e 21844 Remi nder :
03844B 03844B 03844C 03844D eviscerated or fresh | No resources
wat er speci es. al | ocat ed.
FI NFI SH:
Fresh or Frozen ] ]
Ei sh Fillets, steaks, Only Fillets and Ceneral Mcro - Speci es

Substitution

Col l ect 12
fillets or steaks.

M nced, to be

Fi sh Bl ocks/ M nced processed Col ' ect 2 bl ocks/lot. General Mcro.- 10
Fi sh Bl ocks, Frozen further; not ) subs, nmin 8 oz

CONSUMer si ze. 18 - 8 o0z subs/ lot. (2274). ea.

ol lect 2 bl ocks. Sal nonel | a: Take 15
subs, mn. 8 oz. from
sane lot. [IMG
Qpci t]

Bul k Fish: Up to 3 Do not coll ect General M cro: - Take
| bs. fish in round for 10 subs, min 8 oz.

parasite anal. ea. Sal monel | a:
15 subs, 8 oz. nin,
sane lot.[IMG
Opci t]
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Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Seaf ood Filth: Macro Filth: Parasites Deconposi tion M cr obi ol ogi cal ?‘aDg”Lglt lgfr'p{‘z 07844 gigzszngggg?:
03844B 03844B 03844C 03844D eviscerated or fresh | No resources
wat er speci es. al | ocat ed.
Fi nfi sh Fresh or Frozen continued
Over 3 pounds Do not col | ect Random sanpl e. 50 Same as above
fish in round for fish/lot. (If cost
parasite prohibitive, take 10
anal ysi s. fish mn[IMG
616.12, B2c, p. 9]
Do not coll ect Collect 1 passable & 1
Very large. fish i df deconposed fish for (Same as above)
Ishoin round Tor | ap if poss. If >20
parasite anal. I bs or larger, take 5
I'b portions nmin, 1
passable and 1
deconposed [IM G
616.12, B2d, p.9]
See Attach. A-6 for a
di agram of cutting a
transverse steak.
Canned fish Net. W. . 2 *+ single Lot Code: ?;ﬁgdards. 48
(including tuna; Lbs. /can: Random sanpl e | ot -
excludi ng Sal non - 0-50 cs, 12 cans col | ect 24 cans.
see bel ow). >50 cs, 24 cans. 2 codes: Select as if
Net & .> 2 |Ibs,: from2 separate |lots.
600 cs, 12 cans. Col | ect 24 cans from
>600 cs 18 cans each code randomy.
If ot of fish
sanpl ed for 3 or More Can Codes:
st andards, deconp., (Consider these as 1
hi stamines, & filth, commi ngl ed | ot)
collect 78 - 2l b can Col l ect 24 cans at
subs and 54 subs if random wi t hout regard
> 2| bs. to can code as one
sanple fromthis lot.
If can size >1 Ib,
collect 12 cans.
If Organoleptic
Nati onal Expert
utilized, then double
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ATTACHMENT D

Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Seaf ood

Filth:
03844B

Macr o

Filth:
03844B

Par asi t es

Deconposi tion
03844C

M cr obi ol ogi ca
03844D

Nat ural Toxi ns
(Do not sanple
evi scerated or
wat er speci es

07844

fresh

Economi ¢ Fraud
21844 Rem nder:
No resources

al | ocat ed.

t he nunber of cans
col | ect ed.

See Attachnent . A-1

* %k

FI NFI SH cont i nued:

Canned Salmon

Deconp by Organol eptic
only:

Ya- 1 | b cans:
< 100 cases, 50 cans
100- 199 cases, 68 cans
200- 499 cases, 88 cans
500- 799 cases, 110 cans
800- 999 cases, 132 cans
1000- 1499 cs, 154 cans
>1500 cases, 176 cans

(For uncased lots, sizes
based on equiv. of 48
cans/cs.)

>1l b-4l b cans

<100 cases, 18 cans
100- 199 cs, 23 cans
200- 499 cs, 30 cans
500- 799 cs, 37 cans
800- 999 cs, 41 cans
1000- 1499 cs, 44 cans
>1500 cases, 54 cans

(For uncased lots,
si zes based on equiv.
O 12 cans/case.)

Standard of Fill

13 - 200 cans
dependi ng on | ot
si ze.

§ 161.170.
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PROGRAM

7303. 844

ATTACHMENT D

Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Seaf ood

Filth:
03844B

Macr o

Filth:
03844B

Par asi t es

Deconposi tion
03844C

M cr obi ol ogi cal
03844D

Economi ¢ Fraud
21844 Rem nder:
No resources

al | ocat ed.

Nat ural Toxins 07844
(Do not sanple
evi scerated or fresh
wat er speci es.

Fi nfish continued

Sconbr ot oxi ¢ spec:

(Tuna, mahi - nahi,
amber j ack, bl ue,
mackerel, herring,
sardi nes, etc,
fresh.

1 a. Iced or
refrigerated : Take
temp. (Go to 2.
bel ow) .

1 b. If little or no
ice or no
refrigeration: Do
tenperature. probes.
If any fish shows Tenp
. 400F, sanple lot for
organo. & histanine.
(Go to 2. below.

2. Collect 18 max.
fillet/steaks, mn. 2
I'b ea. per sanple.
Random i f possi bl e.

Lot < 18 fish: 1
steak or sub from each

fish.

Lot . 18 fish : 1
fillet/steak from ea.
of 18 fish. (If cost
prohib. cut 1/2 steaks
- transverse cut 2.54-
5.08 cm(1-2 in.) from
head (anterior) end of
fish. Cut from
backbone to belly, a
mn. 2.54 cm (1 in)
thick & 908-1818 gns
(2-3 1bs.).
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PROGRAM

7303. 844

ATTACHMENT D

Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Seaf ood

Filth:
03844B

Macr o

Filth:
03844B

Deconposi tion
03844C

Par asi t es

M cr obi ol ogi cal
03844D

Nat ural Toxins 07844
(Do not sanple
evi scerated or fresh
wat er speci es.

Economi ¢ Fraud
21844 Rem nder:
No resources

al | ocat ed.

Fi nfish continued:

Srmoked/ Sal t ed

* General Mcro:
Col I ect 10 subs
randomy from1 |ot,
453g (1 | b) each.

I f hernet/vac.

seal ed, take 12
addi tional 453(g)(1
I'b) subs for C.

Bot ul i num unl ess
original sub is
greater than 900 (g)
(2 I'b).water phase
salt determ nation
and nitrites:

Col l ect 10 subs, 1
I b each (453g).**

Cr ust aceans

Crab nmeat Frozen

10 subs/sanple. Mn.

80z.(227g). Random
(Do not need to be
from singl e code)
[IMG

616. 32, B, p. 11]

Collect 18 - 8 oz
(227g) . subs/sanpl e.
Sane |ot.

General Mcro: 10-
80z (227g) subs.
Random from sane
lot. [IMG 616.32.
B2, p.11]

Sal nonel | a:

15 - 40z (112g9) subs
fromsane lot. [IOM

Chart 1, Category
11l food]

Crab, cooked or
pasteuri zed.

Col | ect 10-8oz
(227g). subs
random y. Need not

Collect 18 - 8 oz
(227g). subs/sanpl e,
fromsanme |ot.

10 subs,
each.

80z (2279)

(If smallest size

Whol e cooked:
head & viscera
intact) Collect 3

(with

cone frpml container > 5 |bs, subs, m'n.‘8 0z

producti on code. col l ect 3 (2279) edi bl ‘e

[IMG 616.32, B, containers). [IMG portion :and mn 1l oz

p. 11] 616.32, B2, p. 11] (25g). viscera.
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PROGRAM

7303. 844

ATTACHMENT D

Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Natural Toxins 07844 | Econom ¢ Fraud

Canned crabneat

Col l ect 6 cans
m ni mum at random

18 cans/sanpl e

pasteurized:
10 - 80z (227g)subs
(If smallest
container is 5 |bs
collect 3 cntnrs
[IMG 616.32, B2
p. 11].

Sal nonel | a:

30 - 4 oz (112g) subs
fromsane lot. [IOM
Chart 1, ppl85-86
Category |l food]

Seaf ood Filth: Macro Filth: Parasites Deconposi tion M cr obi ol ogi cal (Do not sanpl e 21844 Remi nder :
03844B 03844B 03844C 03844D eviscerated or fresh | No resources
wat er speci es. al | ocat ed.
Crustaceans cont. Cooked or

Crab, whole raw.

Sane as above

except, if whole raw
unavai |l abl e, coll ect
whol e, cooked with
head and vi scera
intact.)

Lobster, Fresh
Frozen

Bul k or consuner

si ze

/ sub mn.

1-20 cs/lot,

pkgs : 2 Ibs (9009)

6 subs
21-100 cases, 12 subs
.101 cs, 18 subs

10 subs, 8 oz
(2279) ea. (If
smal | est cont ai ner

5 1Ibs, collect 5
cntnrs.)

Overgl azi ng: 48
subs, if

avai l abl e, from
lot= mn. of 6 and
max. of 12.

Lobster, Cooked
Par boi | ed

Whet her bul k or
consuner size
2 I bs/sub min.
1-20 cs/lot,

>101 cs, 18 subs

6 subs
21-100 cases, 12 subs

10 subs, 8oz. (2279)
each. (If small est
contai ner >5 | bs
collect 5)

Whole raw (If
unavai l ., cooked
(with viscera & head
intact): 3 subs,

mn. 8 oz. edible
portion and mn. 1
0z viscera.

Crust aceans cont.

Whet her bul k or

Wol e, viscera &
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PROGRAM

7303. 844

ATTACHMENT D

Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

100ct. min or 2

| bs/ sub.

18 subs.[Att. A1, p.
11 & 12]

avail 5 |bs collect
5 containers.)

Sal nonel | a:

30 subs, mn 4 oz
(112 g). [IOM Chart
1, ppl85-6; Category
Il food]

Seaf ood Filth: Mcro Filth: Parasites Deconposi tion M cr obi ol ogi cal ?‘aDguLglt lgrrlplnz 07844 gigzszngggg?:
03844B 03844B 03844C 03844D eviscerated or fresh | No resources
wat er speci es. al | ocat ed.
Lobster, \Whole, consumer size: head intact:3 subs,
Raw 2 | bs/sub min. 8 o0z. each edible
1-20 cs/lot, 6 subs portion, 1 oz. min
21-100 cases, 12 subs viscera.
101 cs, 18 subs
Shrinp, Fresh and 6 subs, each 2-3 |bs Larger of 100 ct. min Over gl azi ng: 48
Frozen, Raw (1-1.5kg) or 2 |bs/sub: W
Raw: avail able, from
1-20 cs, 6 subs lot = nin. 6 cs.
21-100 cs, 12 subs and max. 12.
101 cs, 18 subs Random .
Frozen : Collect 18
subs
Shrinp, Wole Raw Larger of 100 ct, Larger of 100 ct, min, Cooked: 10 subs, 8 Whol e raw, head on:
or Cooked mn, or 2 |bs/sub: or 2 | bs/sub: 0z ea. 3 subs, ea. 8 oz.
1-20 cs, 6 subs Raw only: Sal nonel | a: mn. edible portion,
1-20 cs, 6 subs e mn. 1 oz. heads.
21-100 cs, 12 subs 21-100 cs, 12 subs 30 subs, min 4ox
E 101 cs, 18 subs 101 cs, 18 subs (100 9)).
Cooked: Collect 18 [ITOM Chart 1,
subs ppl85-86; Class ||
food category]
?ﬂ;;”ﬁ;0§22k8d' 6 subs, 2-2.5 Ibs Cooked/ peel ed 10- 80z subs. (If g%%%?L?%nggif?
(1-1.25 kg). shrinp. Larger of smal | est cont ai ner Random from |l ot =

mn 6 and max. 12.
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PROGRAM

7303. 844

ATTACHMENT D

Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Shrinmp, Raw Breaded

Same as fresh and
frozen raw)

or 2 | bs/sub
18 subs (raw breaded
consi dered processed.
See Att. A-1)

p-12]

Sal monel | a:

30 subs, mn 4 oz
(112g). [IOM Chart

1, ppl85-6, Category
Il food]

Seaf ood Filth: Mcro Filth: Parasites Deconposi tion M cr obi ol ogi cal ?‘aDguLglt lgrrlplnz 07844 gigzszngggg?:
03844B 03844B 03844C 03844D eviscerated or fresh | No resources
wat er speci es. al | ocat ed.
Crust aceans cont. 6 subs, each 2-3 Ibs Raw, headl ess: Larger 16- 60z (150g) subs. Stds. Breadi ng.
(1-1.5 kg) of m ni mum 100 count [IMG 616.52, Al, Random 1 sub from

each case, if.

poss. Sane |ot.
Pkg. sz. = 10 -
120z.

2pkg/ sub; 10-30
subs.

Pkg size . 1lb.
10- 30 subs.

Pkg size =5 |bs.
3-15 subs.

18 cans in duplicate

Shrinmp Canned. Lot size: for national expert
<200 cs, 48 cans
>200 cs, 96 cans
(If several codes in
| ot, ea. code should
have nmin. 16 cans)
Shrinp, Freeze 6 subs, 8oz. each. Larger of min 100 ct.
dried or 2l bs/sub. 18 subs.
Shrinp, Sun dried Need to confirm
6 subs, 20 oz. each.
Conch, Fresh/ Frozen Mn subs = 21 b. Canned: 18 subs.
6 subs, 1-20
cs/ | ot
12 subs, 21-100 cs.
18 subs, $101 cs.
Shel | fi sh
Abal one, Canned O ganol eptic: Mn. 18
cans, 8 oz. (2279)
mn. fromsane |ot
Mol | uscan
Uncertified: Shucked oysters: Med. Large: 5 subs, Med. large: 3 subs,
12 each. 10 each.

Oysters, clans,
fanl | =

icon rAan _An
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7303. 844

ATTACHMENT D

Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Seaf ood Filth: Mcro Filth: Parasites Deconposi tion M cr obi ol ogi cal E\IaDguLgIt lgrrlplnz 07844 Eigzszng:lgg?:
03844B 03844B 03844C 03844D eviscerated or fresh | No resources
wat er speci es. al | ocat ed.
mussel s, roe-on
scal | ops Up to 100 cs, 16 pts.
> 200 cs, 24 pts. Small: 5 subs, mn.
Do not sanple if shows of 20/sub, to give ]
evi dence of freezing. at least 11 oz. neat | Small: 3 subs. Mn.
[IMG 616.22, B, p. & liquid. 12, enough to
10) provi de 0.70z. meat
& l'iquid. each.
6 subs.
Scal | ops, Canned 1 can/sub. 18 subs.
Fresh, frozen Mn. 2 Ibs/sub, 6 . Mbi st ure (Added
scal | ops subs. Whet her sanpling bul k VWater): 6 - 1 1b
or consuner size pkgs, subs.
mn. 2-1bs (900g)/sub.
Lot Size:
6 subs, 1-20 cases
12 subs, 21-100 cases
18 subs, > 101 cases
Sane as | obster.
Scal | ops, Shucked Same as filth, [IMG Moi sture. 6 -1 Ib.
p. 11] subs.
O her Seaf ood
Anchovi es,
Sardi nes, Etc. 3 subs, each min. 8
(Planktivorous and 0z (2279) edible
unevi scerated fin portion, mn. 1 oz
fish to be consuned (25 g). viscera.
whol e)
10 subs, 8 o0z.(2279)
Crayfish, each. If snallest
| angosti nos, container . 5 |bs.,
cooked, parboil ed. collect 5
cont ai ners.
M scel | aneous Seaf ood
Processed Inmitation 10 subs, 8 oz.
Surim, anal ogs. (227g) each. |If
smal | est contai ner
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Sanpl i ng Schedul es

| mport Seafood Products Conpliance Program

Seaf ood

Filth:
03844B

Macr o

Filth:
03844B

Par asi t es

Deconposi tion
03844C

03844D

M cr obi ol ogi cal

Nat ural Toxins 07844

(Do not sanple

evi scerated or fresh

wat er speci es.

Economi ¢ Fraud
21844 Rem nder:
No resources
al | ocat ed.

cont ai ners.

5 Ibs. collect 5

Seaf ood Sal ads

cont ai ner
collect 5
cont ai ners.

10 subs, 8 o0z.(2279)
each. |If small est
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ATTACHMENT E

HACCP Enf orcenent Strategy:

| nporters

Ranking is for General Quidance Only.

Actual significance nmust be judged on a case-by-case basis.

DEFI Cl ENCY

Cl TATI ON

(#)

| nporter Verification

No witten inmporter verification procedures when

required 123.12(a) (2) (#)
Product specifications not listed in verification

procedur es 123.12(a)(2) (#)
No product specifications 123.12(a)(2) (i) (#)
Product specifications not adequate 123.12(a)(2) (i) (#)
Affirmative step(s) not listed in verification

procedur es 123.12(a)(2) (#)
Affirmative step not taken 123.12(a)(2)(ii) (#)
Affirmative step taken not adequate M 123.12(a)(2) (ii) (#)
Recor ds

No affirmative step records 123. 12(c) (#)
Records not in English 123.12(c) (#)
Records do not include nandatory descriptive

i nformation 123.9(a) (#)
Records not retained for the required tine period 123.9(b) (1) (#)
Record not available for official review 123.9(c) (#)

il
Federal Regul ati ons.
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PROGRAM 7303. 844 ATTACHMENT E

Regul atory Citations for Seafood HACCP
Warning Letters and Untitled Letters
I nporters

(#)

This | anguage is for general guidance only.

Deficiency (Regulatory Gitation)

Iggorter Verification

You must have product specifications that are designed to ensure that the fish
and fishery products you inport are not injurious to health, to conply with 21
CFR 123.12(a)(2)(i). However, your firm

does not have a product specification for [identify product] inported
from[identify country].
[ Note: use when the firm does not have witten product specifications]

has a product specification for [identify product] inported from
[identify country] that does not adequately address the food safety
hazard(s) of [identify hazard(s)] that are reasonably likely to be
presented by the product.

[ Note: use when product specifications are not adequate]

You nust inplenent an affirmative step which ensures that the fish and fishery
product (s) you inport are processed in accordance with the seafood HACCP
regulation, to conply with 21 CFR 123.12(a)(2)(ii). However, your firm

did not performan affirmative step for [identify product(s)]
manufactured by [identify foreiagn processor] in [identify country].

[ Note: use when an affirmative step is not taken]

perforned an affirmative step of [identify affirmative step] for

[identify product] manufactured by [identify foreign processor] in

[identify country] that was not adequate.[Explain].
[ Note: use when the affirmative step taken is not adequate (refer to the
appropriate section of this conpliance program when a foreign processorlls HACCP
plan i s not adequate)]

Recor ds

You must maintain records, in English, that docunent the perfornance and
results of the affirmative step(s), to conply with 123.12(c). However, your
firm

did not have records for [identify product(s)] nmanufactured by [identify
foreign processor] in [identify country].

TRANSMITTAL NO: PacE 1
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Deficiency (Regulatory Citation)

[ Note: use when firmdoes not have any records]

has records for Jidentify product(s)] nmanufactured by [identify foreign
processor] in Jidentify country] that are not in English

[ Note: use when affirmative step docunentation records are not in English]

You must retain records at your place of business for [at |least 1 year after
the date they were prepared in the case of refrigerated products] and for [at
|l east 2 years after the date they were prepared in the case of frozen
products], to conply with 21 CFR 123.9(b)(1). However, your firnils [identify
the record(s)] for [identify product] were only retained for [list tinge].

[ Note: use when records are not retained for the required tinme period]

You must provide all mandatory records for official review and copying at
reasonable tines, to conply with 21 CFR 123.9(c). However, a representative of
your firmrefused to provide the [identify the record(s)] for [identify
product].

[ Note: use when records are not available for official review

TRANSMITTAL NO: PAGE 2
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DRAFT UNTI TLED | MPORTER LETTER

On , the Food and Drug Administration's (FDA) conducted an inspection of
your facility | ocated at . The inspection was conducted to determ ne your
firnls conpliance with FDA' s seafood processing regul ations (21 CFR 123).

The seaf ood processing regul ations, which becane effective on Decenber 18, 1997, require
that you have and inplenent witten verification procedures to verify that your foreign
suppliers have inplenmented a preventive system of food safety controls known as Hazard
Analysis Critical Control Point (HACCP) in accordance with U S. requirenents. These
verification procedures nust include product specifications to preclude safety hazards
and at a minimumone or nore affirmative steps (21 CFR 123.12(a)(2)(ii)). Affirmative
steps may include the foll ow ng:

(A otaining fromthe foreign processor the HACCP and sanitation nonitoring
records...that relate to the specific lot...offered for inport;:

(B) otain either a continuing or lot-by-lot certificate froman appropriate foreign
government... or third party...

(O regul arly inspect the foreign processor’s facilities...;

(D) Mai ntaining on file a copy, in English, of the foreign processor’s HACCP pl an, and
a witten guarantee fromthe foreign processor that the inported fish or fishery
product was processed in accordance with... (Seafood HACCP);

(E) Periodically testing the inported fish or fishery product, and maintaining on file
in English, of a witten guarantee fromthe foreign processor that the inported
fish or fishery product was processed in accordance with... (Seafood HACCP);

(F) O her such verification nmeasures as appropriate that provide an equival ent |evel
of assurance of conpliance with the requirenents of this part.

These are the kinds of nmeasures that prudent inporters already take. HACCP provides
a systematic way of taking neasures that denobnstrate to FDA, to your custoners, and
to consuners that you purchase your inported seafood product(s) fromforeign
suppliers who routinely practice seafood safety by design, and are in conpliance
with the U S. food | aws and regul ati ons.

During our inspection, the FDA investigator observed shortcom ngs in your
verification procedures that, upon our prelimnary review, appear to be deviations
fromthe requirenents of the Seaf ood HACCP Regul ati ons. The FDA investigator also
provided you with a copy of the Inport Seafood HACCP Report (form FDA 3502), which
presents his/her evaluation of your firnlls perfornmance regarding various aspects of
the HACCP requirenents. The observations of concern to us are as foll ows:

[List the deviations]

We encourage you to make the necessary inprovenments as soon as possible. However,

if you disagree with FDA's assessnent, you shoul d explain how your systemis
conplying with the regul ati ons. W understand that there may be nore than one way to
verify conpliance with the Seaf ood HACCP Regul ati ons.

In either case, you should respond to this office on this matter within 30 worKking
days of the receipt of this letter. Upon receipt of your response, we will work

with you to resolve any outstanding i ssues associated with your verification plan
If we do not hear fromyou, or if your response is inadequate, we wll assune that

TRANSMITTAL NO: PacE 1
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our prelimnary conclusions are correct and we will schedule a follow up inspection
for the imedi ate future.

Your reply relating to these concerns should be directed to the Food and Drug
Admi ni stration, Attention: .

If you have questions regarding the inplenmentation of the HACCP Regul ati ons, you nay
cont act at for answers

and/or direction towards gui dance and sources of training in achieving conpliance.

We ook forward to working with you to achieve a successful HACCP program

Si gnature

TRANSMITTAL NO: PAGE 2
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DRAFT | MPORTER WARNI NG LETTER

On , the Food and Drug Admi nistration's (FDA) conducted an inspection of
your facility | ocated at . The inspection was conducted to
determine your firnis conpliance with FDA' s seafood processing regul ations (21 CFR 123).

During our inspection, the FDA investigator observed
. The FDA investigator also provided you with a copy of the

| mport Seaf ood HACCP Report (form FDA 3502), which presents his/her evaluation of your
firnmls performance regarding various aspects of the HACCP requirenments. The observations
of concern to us are as foll ows:

[List the deviations]

The above identified deviations are not intended to be an all inclusive list of
deficiencies at your facility. It is your responsibility to ensure that all seafood
products processed and distributed by your firmare in conpliance with the Act and al
requi renents of the federal regulations.

You shoul d take pronpt neasures to correct these deviations. Failure to pronptly correct
the deviations noted may result in regulatory action wi thout further notice. Such action
i ncl udes seizure and/or injunction. |In addition, FDA may detain your inported seafood
products without exam nation. Under such conditions, FDA will not issue any Certificates
for Export or European Union Health Certificates for any of the affected fish and fishery
products processed at your facility.

Pl ease notify this office in witing within fifteen (15) worki ng days of receipt of this

letter of the specific steps you have taken to correct this (these) violation(s),

i ncl udi ng an expl anati on of each step taken to prevent their reoccurrence. Your response
shoul d i ncl ude copies of any avail abl e docunmentati on denpbnstrating that corrections have

been nade. |If corrections cannot be conpleted with 15 worki ng days, state the reason for
the delay and the time frame within which the corrections will be conpl et ed.

Your reply relating to these concerns should be directed to the Food and Drug
Admini stration, Attention

If you have questions regarding the inplenmentation of the HACCP Regul ati ons, you nay
cont act at

for answers and/or direction towards gui dance and sources of training in achieving
conpl i ance.

We ook forward to working with you to achieve a successful HACCP program

Si gnature
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Direct Reference WArning Letters Situations

High-risk seafood ", as defined below, for which any one or more of the following
conditions are met:

a The importer has no written product safety specifications.
b The importer has not implemented an affirmative step.

"High-risk products are defined as:

1. Seafood packaged in modified atmospheric, reduced oxygen, or vacuum packages;

2. Ready-to-eat fish or fishery products using any of the following processes:

* heating or pasteurization process (e.g., cooked shrimp, crabmeat, cooked
lobster, cooked crayfish, pasteurized crab meat, surimi-based analogs,
soups, seafood salads, etc.)

* hot or cold smoking process

3. Scombrotoxin-forming (histamine-forming) species: mahi-mahi (dolphin fish),
tuna, amberjack, anchovies, bluefish, bonito, escolar, jack (e.g., bluerunner,
crevalle, rainbow runner, roosterfish, trevally), mackerel (other than atka
mackerel), marlin, saury, or yellow tail.

4. Stuffed seafood products - processing/handling may allow toxin development.

5. Molluscan Shellfish from uncertified shippers.

6. Salt cured, air-dried, and uneviscerated fish, such as Kapchunka, or bloaters.
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PROGRAM 7303. 844 ATTACHMENT J

ALERT SYSTEM "

1. If the District concludes upon completion of an inspection that a potential health
hazard is possible, the Director, Investigations Branch, with the supervisor and
investigator will call CFSAN/Division of Compliance, Import Branch, HFS-606.

2. If HFS-606 concurs that a serious potential health hazard is possible, complete the
report as soon as possible and submit it via a one day delivery service to HFS-606.

3. The District may recommend specific regulatory action, but should not delay
submitting the EIR while awaiting such recommendation from the Districts'
Compliance Branch.

l This is identical to Attachment A of the DOMESTIC ACIDIFIED AND LOW-
ACID CANNED FOODS COMPLIANCE PROGRAM 7303.803A.
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