10230. 1Speci esl dent Snpl gf or CkdPr d101487
oPl: MIO
SPECI ES | DENTI FI CATI ON SAMPLI NG
FOR COOKED PRODUCT
l. PURPOSE

This directive prescribes procedures for FSIS inspectors, and
gui delines for plant operators regarding:

A. FSIS policy for sanpling cooked products for species
i dentification.

B. Actions to take when undecl ared species are found.
| 1. ( RESERVED)
1. ( RESERVED)
| V. REFERENCES
MPI Regul ations Sections 301.2(aa) and (ii), 317.2, 317.4, 317.6,
318.2, 318.7, 319.1, 381.1(4) and (31), 381.146; 381.147, 381.155,
FSIS Directives 10,625.1 and 8080. 1
V. FORMS AND ABBREVI ATI ONS

The following will appear as abbreviated in this directive:

MPI O Meat and Poul try I nspection Operations
AS Area Supervi sor

I1C | nspector in Charge

CS Crcuit Supervisor

CcP Conmpl i ance Program

Q@ Quality Control

EPS Enmer gency Prograns Staff

SIFT Species ldentification Field Test

FSI'S Form 10, 600-1 Chem cal Laboratory Anal ysis
VI. DEFI N TI ONS

A. Cooked Products. Fornul ated, chopped/ comm nuted or
chunked and fornmed products, e.g., frankfurters, bol ogna, ham
corned beef, poultry rolls and other simlarly prepared
pr oduct s.

B. Like Products. Products that are processed using the
sane raw materials (species), processing procedures, and are
identified with the sane nane. Exanples: Ace Beef Franks and
Ace Junbo Beef Franks woul d be considered "like" products. Ace



Beef Bol ogna and Ace Beef Franks would not be considered "like"
pr oduct s.

C. Initial Sanple. An in-plant sanple collected in
accordance wth the nost recent program nonitoring request.

D. Suspect Product Sanple. A sanple collected from products
due to the suspicion that it may contain undecl ared speci es.

E. Verification Sanple. Sanples collected from cooked
product retained as a result of positive Species Identification
Field Test (SIFT) results.

F. Species ldentification Field Test (SIFT). A rapid nethod
test of officially held product to identify the species of raw
materials. Oficially held product should continue to be
processed; however, it may not |eave the official prem ses
until test results indicate acceptable findings.

G Letter of "Notification". Letter fromthe Regional
Director to plant nanagenent regardi ng sanple results of
undecl ared species and the need for inmedi ate action.

H Corrective Action Letter. Aletter froma plant operator
to the Area Supervisor describing in-plant process control
checks being made to guard against the inclusion of undecl ared
speci es in cooked products.

| . Subsequent Production Sanple. A sanple collected from
retai ned product prepared follow ng receipt of positive
verification sanple results and/or positive suspect sanple
results.

J. Sanple Size. Three 1-pound units of finished product for
each production | ot which are collected using random sanpling
techni ques. Exception: When sanpling uncooked product, only
collect three 1/4-pound units of enul sion.

K. Hold. Wthholding marks of inspection of cooked product

until inspection is conpleted by use of SIFT on raw enul sion.
Vil. PCLICY
A. I nspection program enpl oyees inspect products as often

as they deem necessary to ascertain that they are not

adul terated or m sbranded when they | eave the establishnment and
that they conmply with the requirenents of the regul ations.
Product suspected of being adulterated or m sbranded shall be
retai ned by the enployee for further inspection and, if found to
be adulterated or m sbranded, is subject to condemation and



di sposal under the regul ations (318.2 and 381. 145), and nmay
result in crimnal prosecutions. The presence in a neat food
product or poultry product of animal tissue that purchasers
woul d not reasonably expect to be in the product will result in
t he product being adulterated and/or m sbranded. The neat/
poultry portion of neat food products and poultry products is a
val uabl e i ngredi ent and, for purposes of inspection, usually
characterizes the product, and the substitution of any of that
ingredient with other substances is prohibited by the FM A and
the PPILA. Al ingredients nust be decl ared and approved for
such use by FSIS (318.7, 319.1, 381.147 and 381.155.) The
identity of the finished product and its ingredients nust be
descri bed on the | abel approved for that product by FSIS (317. 2,
317.4, 317.6, 381.115, 381.118 and 381.132.) Product suspected
of being adulterated and/or m sbranded due to the presence of
undecl ared ani mal tissue shall be sanpled and tested to
ascertain whether such tissue is present, and shall be further

i nspected as specified in this directive.

B. FSIS has devel oped | aboratory procedures to identify
species tissues in formul ated cooked neat and poultry products.
The test, an Enzyne Linked | nmmunosorbent Assay (ELISA), is
accurate and, as all imunoassays, is based on antibody-antigen
reactions. The test was devel oped after Agency scientists were
able to isolate an antigen that was still reactive after the
product had been heat ed. This test gives FSIS the nmeans to
check products' species identification. Further, FSIS has
devel oped in-plant testing procedures capable of identifying
pork, poultry, and beef in uncooked, fornulated neat and poultry
products. The test sanple is taken, in-plant, from m xed
product formnulas just prior to stuffing and cooking. The test,
an i mmunodi ffusi on plant procedure (SIFT), is accurate, and is
al so based on antibody-antigen reactions. The SIFT test gives
FSI S the neans to check uncooked products when there is
suspicion of illegal species substitution, and is considered
part of the inspection process.

C. The I1C shall discuss the contents of this directive
wi th plant managenent to assure that they are aware of and
understand the FSIS i ntent and purpose regardi ng cooked product
sanpling for species identification.

VIITT. PROCEDURES; RESPONSI BI LI Tl ES

A. Inspectors shall closely nonitor a plant's cooked
product activities at all critical control points during
processing. For the concerns relative to possible undecl ared
speci es determ nations, inspectors wll enphasize the foll ow ng
and assure that plant operators neet their responsibilities in
t hese areas:



1. The receipt and use of acceptable raw materials at
the first point where visual characteristics of these materials
can no | onger be determned, e.g., after grinding or chopping.

2. The accunul ation, identification, and ulti mate use
of rework materi al s.

3. The cleanup of equi pnment and/or acceptabl e
producti on sequences/tinme separations between different product
formul as.

4. I n sonme operations, an undecl ared species could be
i ntroduced into products via use of an all-beef rework contained
in pork casings or the use of animal source materials, e.g.,
extracts, stocks, dried blood, hydrol yzed pork skins, non-fat
dry mlk or powdered eggs as fl avorings or binders.

B. Sampling Collection. The IICwll receive conputer
generated requests from Headquarters to collect nonitoring
sanpl es of cooked products from particul ar establishnents.
However, an inspector may collect additional sanples as deened
necessary, e.g., where it is suspected that a product contains
undecl ared speci es.

NOTE: 11Cw Il informplant managenent imedi ately prior to any
such sanpl e collection

1. Initial sanple collections. The IICwll collect
the sanple froma single production |ot of finished cooked
product on hand at the establishnent.

2. Subsequent productions will be tested or sanpled as
instructed in the Attachment.

C. Sanpl e Subm ssion.

1. Individual sanples, other than the nonitoring
sanpl es, shall be acconpanied by FSIS Form 10, 600-1 (fornerly
FSI'S Form 6200-1).

2. Each FSI'S Form 10, 600-1 shall contain all required
informati on and shall also include the internal tenperature
achi eved when the product was cooked.

3. Unless otherwi se instructed by supervision, 11Cs
will submt all sanples for species determnations to the FSI S
M cr obi ol ogy Laboratory servicing their area.

4. \VWen sanpling cooked products, the I1C shal
specifically identify each sanple with the production lot it



represents.

5. The I1C shall informplant nanagenent of all sanple
results.

D. Actions by I1C Based on Sanpl e Results.
1. Monitoring
a. Initial sanples.

(1) Negative findings. Continue in-plant
nmoni t ori ng program sanpl i ng.

(2) Positive findings. See Attachnent.

b. Subsequent production testing and sanple
collection actions. See Attachnment.

c. Verification sanples actions. See Attachnent.

2. Suspect product sanple collection and actions. See
Attachnment .

Gui delines for Agency Action in Response to Positive Results
of Species ldentification Test

Robert W GConter/for
Deputy Adm ni strator
Meat and Poul try I nspection Qperations

Attachnment (See hard copy of the directive for the flow charts.)

FSI'S DI RECTI VE 10230. 1
ATTACHMENT 1

GUI DELI NES FOR AGENCY ACTI ON I N RESPONSE TO
PCSI TI VE RESULTS OF SPECI ES | DENTI FI CATI ON TEST

|. Sanples submtted for species identification determ nation
will be gathered by MPIO as part of a regular in-plant
nmoni t ori ng program

A Upon notification of an initial positive sanple result,
the Regional Director wll:



1. | ssue a "letter of notification" to the plant
operator identifying the problem and actions to be taken.
Copies of this letter will be sent to the AS, CS, 11C, and CP

2. Instruct the I1C to:

a. Sanple each ot of "like" product on hand in
the plant. (In lieu of sanpling, plant may rework or rel abel
product.) If sanples are taken, request the plant to sel ect one
of the two follow ng voluntary options:

(1.) To voluntarily hold and segregate al
"like" product on hand pending sanple results. |If results are
negati ve, product may nove freely.

(2.) To agree to voluntarily recall al
"like" product shipped fromthe plant which is represented by
t he sanpl e(s) found positive for undecl ared speci es.

| f neither voluntary option is selected, I1C shall notify the
Crcuit Supervisor as soon as possible.

NOTE: Products found to contain undecl ared species from
sanpling of "like" product on hand at the establishnment nust
either be reworked or relabeled. |If product is later found to
be adulterated, it may be subject to retention, detention, or
sei zure actions.

b. Increase surveillance over critical contro
poi nt areas of the questionabl e processing procedures.

3. Request that the 11 C contact plant operators to:

a. Evaluate product formulations, manufacturing
procedures and enpl oyee habits and practices related to
preparation of "like" product.

b. Request that they prepare a letter to the Area
Supervi sor identifying the precautions taken to guard agai nst
the inclusion of undecl ared species in subsequent productions.

C. Advi se them that subsequent productions of
their products will be tested and held pending results using the
SI FT procedures. Individual production lot(s) with negative
SIFT results will be rel eased.

4. Informthe |1 C that any sanple and retain actions
as listed inl, A 3, c above for subsequent productions wl|
continue until products from5 consecutive production days are



reported as being negative. (See Sanple Flow Chart #1.)

B. The 11 C shall take the follow ng actions on positive
SIFT results:

1. Retai n production lot(s) of questionable "like"
products fromthe sanme day of production of the positive sanple
and submt verification sanple(s) of cooked products to the FSIS
| abor at ory.

a. |If verification sanple results are negative,
rel ease the retained individual lots. The negative verification
result will count towards the 5 consecutive production days
required in |, A 4 above.

b. If verification sanple results are positive,
rework or relabel retained product. Sanple and retain
subsequent production of "like" product and submt sanples to

the FSI'S | aboratory.

2. Continue to sanple and retain subsequent
productions until 5 consecutive days of negative results have
been received.

3. Positive results received during the sanple and
retain node shall generate the follow ng actions:

a. Rework or relabel retained "like" product
represented by positive findings.

b. Sanple and retain other cooked products
prepared with the sane speci es.

c. Sanple all other cooked products prepared at
the plant. Permt these products to nove in commerce. Positive
tests results on these products will initiate notification and
SI FT procedures identified in |, A 1 through 4 above. (See
Sanpl e Flow Chart #2.)

1. The Il C shall take the follow ng actions when it is
suspected that a product contains undecl ared speci es.

A Ret ai n questionabl e production lot(s) and contact CS
for gui dance.

B. Wth concurrence by CS, continue to retain questionable
lot(s) and submt sanples to the FSIS | aboratory. (See Sanpl e
Fl ow Chart #3.)



NOTE: CS contacts the officer in charge, CP, with prelimnary
i nformation.

1. | f sanple result is negative, release individual
| ot.
2. If verification sanple result is positive:
a. Rewor k or rel abel retained product.
b. Sanpl e and retain subsequent production of

"I'it ke" product and submt sanples to the FSIS | aboratory or
accredited | aboratory.

C. | ssue a "letter of notification" fromthe
Regi onal Director to the plant operator identifying the problem
and actions to be taken. Copies of this letter will be sent to
the AS, CS, IIC, and CP

C. Continue to sanple and retai n subsequent productions
until 5 consecutive days of negative results have been received.

D. Positive results received during the sanple and
retenti on node shall generate the foll ow ng actions:

1. Rework or rel abel retained "like" product
represented by positive findings.

2. Sanpl e and retain other cooked products prepared
W th same speci es.

3. Sanpl e all other cooked products prepared at the
plant. Permt these products to nove in comrerce. Positive

test results on these products will initiate notification and
SI FT procedures identified in |, A 1 through 4 above. (See
Sanpl e Flow Chart #2.)



