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OPl: REPD
PART 1 OF 2
GUI DELI NES FOR THE RESI DUE CONTROL PROGRAM
ESTABLI SHED BY MEMORANDUM OF UNDERSTANDI NG ( MOU)
PART ONE- - BASI C PROVI SI ONS
I . PURPOSE

The purpose of this directive is to:
A. Ensure that livestock and poultry produced for slaughter do not
contain violative |levels of chem cal residues that woul d cause the resultant

meat and poultry products to be adulterated within the neaning of section
I(m of the FM A (21 U S.C 601(m) and section 4(g) of the PPIA (21 U S. C

453(9)) .

B. Establish criteria for an MOU program

C. Establish procedures for an FSIS application review process of an
establishment's residue control program

D. Provi de appeal procedures in the event a program is denied,
suspended, or termnated by FSIS, and

E. Assign responsibilities for the program
. ( RESERVED)
L1l ( RESERVED)
| V. REFERENCES
FSIS Directive 10,530.1, dated 8/11/87.
Federal Food Drug and Cosnetic Act (21 U.S.C. 301 et seq.)
FSI'S List of Proprietary Substances and Non-food Conpounds.
V. ABBREVI ATI ONS

The followng will be used in their shortened formin this directive:
AQAC - Association of Oficial Analytical Chem sts

AS - Area Supervisor

CAST - Calf Antibiotic and Sul fa Test
CP - Conpliance Program MPIO

CS - Circuit Supervisor

DA - Deputy Adm nistrator

EPA - Environnmental Protection Agency

FDA - Food and Drug Adm nistration



FM A - Federal Meat Inspection Act

I1C - Inspector in Charge

LAST - Live Animal Swab Test

MPI O - Meat and Poultry I nspection Operations
MOU - Menorandum of Under st andi ng

PCB - Pol ychlorinated Bi phenyls

PPI A - Poultry Products Inspection Act

REPD - Resi due Eval uation and Pl anni ng D vision, SCI
ROS - Residue Operations Staff, MPIO

SCl - Science Program

SOS - Sulfa On Site Test

STOP - Swab Test on Prem se

VI . DEFI NI TI ONS
As used in this directive, the follow ng terns nean:

A. Animal. Livestock, poultry, or any other aninmal species raised for
human consunption subject to the jurisdiction of the FM A or PPIA

B. Aninmal Drugs/Medications. Aninmal drugs regul ated under the Federal
Food, Drug, and Cosnetic Act (21 U S.C 301 et seq.).

C. Ani mal Feed. An article that is intended for use as food for
animals, that is intended for use as a substantial source of nutrients in the
diet of the animal, and that is not limted to a mxture intended to be the
sole rations of the animal. Such articles include oats, hay, or grass.

D. Aninmal Feedstuffs. Al animal feed, aninmal feed ingredients, finished
ani mal feed, nedicated animal feed, nedicated water, and water.

E. Animal Feed Ingredients. Substances or products in ani mal feed
which are fed to livestock for the purpose of fulfilling the nutritiona
needs of such livestock. Such ingredients include hay, grains, protein
suppl enents, fats, mnerals, vitamns, chem cal supplenents (such as salt,
am no acids, and iron conpounds), and byproducts (such as dried beet pulp and
rice hulls.)

F. Appl i cant. An official establishnment or person, firm or
corporation affiliated with an official establishnment that applies to FSIS
for participation in an MU programor a person, firm or corporation that is
currently operating under the MOU program and has responsibility for, and
control over, the conditions under which an animal is raised for slaughter.

G  Approved Residue Testing Procedures. Analytical procedures that are
conducted using the Association of Oficial Analytical Chem sts nethods or an
equi val ent net hod.

H  Contam nant. Substances which cause violative |levels of chem cal
residues in animals, including drugs, pesticides, or other chem cals such as
PCB that are banned from use around a food ani nal.

|. Finished Animal Feeds. A mxture of aninmal feed ingredients that
provides all or nearly all of the nutritional requirenents of |livestock. A
finished aninmal feed may be the only product fed to such livestock or it may
be fed with one or two supplenents such as corn and/or a mneral mxture. A
finished animal feed, with the intended supplenent(s), is manufactured to



contain all the nutritional requirenents for the type of livestock to which
it is to be fed.

J. Fom te. Substances other than animal feedstuffs that cone in
contact with livestock and poultry that in thensel ves are not harnful but may
har bor residues of aninmal drugs, pesticides, biological products, and other
chem cals and that may transfer such residues between or to such |ivestock
and poultry. Fomtes may include such itens as beddi ng and manure.

K. Inventory Control System Records maintained on a nonthly basis to
show total anount in stock, source, and use of animal feedstuffs, aninal
drugs, and other chemcals. The inventory also includes the total anount of
each animal drug that is used as approved in the producer's protocol.

L. Letter of Guaranty. A letter certifying a particular claim wth
the issuer assumng liability if that claimis found to be false. M
Lot. A group of animals confined in the sane production unit. Each aninmal is
treated in the same manner as other animals in the group for a m ni num of 100
days prior to slaughter or for the life of an aninmal, whichever is shorter.
In a lot, all animls receive the sane animal feedstuffs, nedications
treatment, and are subject to the sane fomtes. For the purposes of testing,
any ani mal can be regarded as representative of all animals in the |ot.

N. Medi cat ed Ani mal Feeds. Fi ni shed animal feeds manufactured to
contain prophylactic or therapeutic concentrations of aninmal drugs,
bi ol ogi cal products, or other chem cal substances to affect infectious or
parasitic agents or the physiological state of any |ivestock. Medi cat ed
animal feeds are regul ated under Section 512 of the Federal Food, Drug, and
Cosnetic Act (21 U S.C. 360 (b)) and the Virus-Serum Toxin Act (21 U S.C
151-159).

0. Medi cated Water. Water to which prophylactic or therapeutic
concentrations of animl drugs, biological products, or other chem cal
subst ances have been added to affect infectious or parasitic agents or the
physi ol ogi cal state of any |ivestock.

P. MOU Pr ogr am A voluntary residue control program in which an
applicant ensures that an aninmal produced for slaughter at an official
establishment is not adulterated. The MOU programis a voluntary agreenent
between FSI'S and an applicant, with the applicant accepting responsibility
for the execution and recordkeeping of procedures devel oped to control the
exposure of an aninmal to drugs, pesticides, and chem cals so that neat and
poul try products from animals raised under a MOU are not adulterated with
violative levels of drugs, pesticides or other chemcals. An elenent of the
MU programis the protocol as defined in Paragraph Vi. R of this directive.

Q Oficial File. Al docunents naintained in FSIS that relate to an
MOU program including recomendations by program reviewers and other
docunent ati on generated after approval of the MOU.

R. Production Control Protocol. An operational description of the



met hods an applicant uses to control the exposure of an animal to drugs,
pesticides, or other chemcals that may produce violative | evels of chem cal
residues in neat and poultry products derived from animals raised under an
MOU. Each protocol contains the necessary general elenments that apply to each
applicant as well as a description of nethods unique to a particular
appl i cant. For the purposes of this directive, the production control
protocol will be referred to as "protocol."

S. Production Unit. A feedlot, farm house, pen, or subunit of any of
the above with its own feed, water, and fomtes which is separated from ot her
units by a barrier such as a fence or stall and in which an animal is raised
for a mninmumof 100 days prior to slaughter or for the life of an animal if
| ess than 100 days.

VII. PCLI CY AND BACKGROUND

A As a result of findings of poultry adulterated wth chem ca
resi dues, a voluntary, cooperative residue programbegan in 1976 between FSI S
and one poultry establishnment to help ensure that an animal presented for
sl aughter at an official establishnent does not contain violative | evels of
chem cal residues that mght result in the product being adulterated.

B. Eligibility to participate in the programrequires that an official
establishnent be legally or economcally integrated with the facility that
rai ses the animals. The applicant agrees to either conduct its own feed
testing and flock nonitoring or nake arrangenents to have the feed tested and
fl ocks nonitored, as necessary, and takes action when an agreed-upon |evel of
certain residues are found. This type of a voluntary agreenent is known as an
MOU. Because of the success of the initial MOU program additional poultry
establ i shments obtained FSIS approval to operate under the MOU program In
1985, the MOU programwas extended to cattle feedl ot operations and in 1987,
to sw ne operations.

C. To participate in the MU program the applicant devel ops a protocol
to ensure that an aninmal raised by the participating production facility does
not contain any violative levels of chem cal residue when presented for
sl aughter. The protocol covers only those drugs, pesticides and other
chem cal residues which present a significant risk of causing violative
levels of chemcal residues in neat and poultry products from animls
sl aughtered under an MOU agreenent. A protocol contains an operationa
description of the testing prograns and control systens, if any, that will be
utilized by the producer.

D. The types of tests, if any, performed and the conbinations thereof,
vary with each MOU. The followi ng are exanples of testing prograns that may
be part of an MOU agreenent:

1. Testing of individual animal feed ingredients or nedicated
animal feed either by the feed conpany or the MOU applicant. Early test
results may identify animal feed ingredients or nedicated animal feed with
the potential to cause a residue problem

2. Testing of the finished animal feed or nedicated animal feed



prior to or while such feed is being fed to |ivestock or poultry.
3. Testing sanples of individual |ots of animal feed ingredients
or nmedicated animal feed held in the event retrospective testing is required.

4. Testing of animals prior to slaughter (i.e., LAST).

D. The control provisions to be used by each applicant in describing
the protocol are provided in Paragraph VIIl1. of this directive.

E. Upon the presentation of official credentials by any duly authorized
representative of the Secretary of Agriculture, access nust be given to the
applicant's operating records and production units to assure conpliance with
t he MOU program

F. The MOU program can be term nated i nmedi ately by tel ephone by FSIS
or the applicant and nmust be confirned by a letter within 5 days of the oral
notification.

G Applicants electing to operate under the MOU program nust follow the
guidelines outlined in this directive.

VI, CRI TERI A
A. Conpl etion of Protocol. The applicant prepares and submts a
protocol that describes how the applicant will control the exposure of an

animal to drugs, pesticides, or other chem cals that may produce violative
| evel s of chem cal residues. Each significant route of exposure to drugs,
pesticides, or other chemcals nust be addressed in the protocol. The
criteria of the protocol nust neet the follow ng provisions:

1. General Operating Provisions.

a. Production Facilities. Production facilities nust be
constructed and operating procedures inplenented so that contam nation risks
are mnimzed. Specifically, the followng areas nust be covered in the
protocol as descri bed.

(1). Animal holding pens nust be constructed so that an
ani mal fed medicated feed cannot contam nate other animals. Il n sone cases
such contam nation may occur if an animal which has been fed nedicated feed
eats fromthe sane food or water bins as an ani mal which has not been fed
medi cated feed or water, or if the animal contacts fomtes associated with a
nmedi cated aninmals. Facilities nust be available for segregating a nmedically
treated ani mal when necessary to prevent cross-contam nation.

(2). Ani mal feedstuff transport machinery must be
utilized in a manner that prevents nedi cated feed or water from contam nati ng
feed or water fed to aninmals which are not on nedi cated feed and/ or nedi cated
water. If transport machinery is used for both nedi cated and non-nedi cated
feed, cleaning procedures nust be inplenented to prevent contam nation This
may require separate transport systens when machi nery cannot be effectively
cl eaned.



(3). Storage of aninmal feedstuffs, fomtes, drugs,
pesticides, or other chemcals, and water nust be arranged to prevent
possi bl e contam nation. Such contam nation of storage materials could result
in violative |levels of chemcal residues in neat and poultry products derived

fromanimals rai sed under the MOU. In particular, no grease or oil, fuel
pesticide, paint, spray, nedication, fomte, or any potentially contam nating
drugs, pesticides, or other chemcals wll be kept in any place used for

storage, processing, or feeding of rations and water, or any other area where
animals are raised. Animal feedstuffs in contact with the open air or the
ground may be susceptible to contam nation and such a storage practice may
result in the disapproval of the protocol unless appropriate control or
testing practices are inplenented.

b. Recor dkeepi ng. The followng nust be carried out in
mai nt ai ni ng records:

(1). Mintain records for 2 years fromthe date the
i nformati on was received.

(2). Provide witten docunentation about the foll ow ng
activities:

(a). The source of all aninmal feedstuffs, drugs,
pesticides and ot her chem cals that were purchased or produced.

(b). Al aninmal feedstuffs, drugs, pesticides and
other chem cals that were used or consuned by the identified animal.

(c). The date the aninal feedstuffs was fed to an
ani mal .

(d). The services performed by a |icensed
veterinarian, as necessary and/ or appropri ate.

(e). The nethod by which the applicant determ nes
t hat animal feedstuffs, fomtes, drugs, pesticides, or other chemcals are
bei ng used appropriately.

(f). The nmethod by which the applicant records
i nspection findings, resulting fromthe on-site nonthly inspections

(g). The procedure by which the applicant corrects
deficiencies found during the nonthly on-site inspections

(h). The condition of storage and transportation
of all animal feedstuffs.

(1). The formulation of all aninmal feedstuffs.
(j). The amount and type of bedding or fomtes
purchased and when they were used in an ani mal pen.

(k). The witten results of |aboratory tests, if
any.

(1'). Medical Treatnment. A record of therapeutic
treatment nust be maintained at the production unit for all treatnments given
to an individual animal or any lot of animals. These records nust describe



the followng for a mninmum of 100 days prior to slaughter or for the life of
the animal, if |less than 100 days:

(1). The individual identification of a
treated animal or a | ot of aninmals.

(1i). The generic nanme and amount of the
medi cati on given, the approxi mate body weight of a treated animal at the tine
of treatnent, and how the treatnent was adm ni stered.

(tiit). The reason for treatnent.

(iv). The date the treatnment was given, the-
earliest permtted date for presentation for slaughter of an individually
treated animal or lot of animals, and the date an animal was sent to
sl aughter.

(v). The nane of the person(s) supervising
and/ or adm ni stering the treatnent.

(vi). The nmethod of disposal of the unused
medi cation used in the treatnent of an animal, if any.
(vii). The inventory control system
mai nt ai ned for each individual nedical treatnment or drug used, if the product
is stored by the applicant.

(m. The records of the consulting veterinarian
that records the dates and results of his/her review

(n). Drugs, Pesticides, or Oher Chemcals. The
record of any drugs, pesticides, or other chem cals used on an ani mal or | ot
of animals, on areas where the animal is raised, or on any other area or
article an animal conmes in contact with, such as aninmal feedstuffs or
fomtes, nust be nmaintained at the production unit. The nane, date, anount,
met hod and source used, and the reason for use nust be included.

c. Managenent and Supervision. Managenent of MOU production
facilities requires that enpl oyees have the appropriate skills for the jobs

that are assigned. |In particular, the follow ng are required:

(1). Skill requirenents for all enployees nust be
determ ned by the applicant, and appropriate nethods nust be used to assess
enpl oyee skills. I f, when assessed, enployees lack required skills or

training, the applicant nust docunent what training has been provided.

(2). Supervisory responsibilities nust be descri bed
and assigned to appropriate positions in the organization. The applicant
must have a current list of the nanmes of all personnel assigned to
supervisory positions, as well as a list of nanes and job titles of the
person(s) to be contacted on site at each production facility.

(3). Inplenmentation of procedures required by the
M2U program nmust be checked through on-site inspections at |east on a nonthly
basi s. The applicant nust determne the nmethod of recording inspection

findings and the procedure for correcting-deficiencies.



d. | ndi vi dual Medi cal Treatnment. Wen nedical treatnent is
admnistered to an aninmal or ot of animals, the foll ow ng procedures nust be
undert aken:

(1). \Were necessary to prevent cross-contam nation of
other animals, an individual animal requiring nedical treatnment nust be
i sol at ed.

(2). Material and equi pnent used for treating an ani nal
must be kept in a sanitary and orderly manner.

(3). An individually-treated animal nust be identified
by an ear tag, a back tag, a tattoo or brand, depending on the species of
animal. For poultry, a group identification system nust be naintained for
each flock

(4). Injections nust not be given in those areas of a
live animal, which will be the primary commercial cuts of the carcass, during
the last 100 days prior to slaughter or life of an animal if |ess than 100
days.

e. Drugs, Pesticides, or Oher Chemcals Use. Only FDA-
approved animl drugs, EPA-approved pesticides, or other USDA-approved
chemcals are allowed in the MU program |In particul ar:

(1). No drugs, pesticides, or other chem cals may be
used on animals or on areas where an animal is raised, or on any other area
or article in which an animal may cone in contact with, w thout the approval
of the consulting veterinarian.

(2). The approved ani mal drugs, pesticides, or other
chemcals will only be used in conpliance with the | abel ed use on an ani nal
or on anything with which they may cone in contact, or, only in strict
accordance wth FDA s extra-|abel use policy.

(3). Al pesticides, or other chemcals used in or
around production facilities, establishnments, and animal transport vehicles
must be used in strict accordance with | abel instructions.

(4). Al animal drugs, pesticides, or other chemcals
must be stored in original containers that are clearly |abel ed.

f. Animal Identification. The MOU programis intended to
hel p prevent and elimnate contam nation that may result in violative |levels
of chem cal residues in neat and poultry products derived fromani mals raised
under an MOU. Therefore, it is necessary to know the specific conditions
under which an animal is to be raised. This requires that an animl or |ot
of animals be identified as foll ows:

(1). An animal or bird raised in accordance wth the
requi renents of the protocol nust be identified at the production unit;



individually or by lot, respectively,
(2). A code nust be used that identifies the particul ar
production unit of the applicant, and

(3). A nethod of identification nust be used that is
consistent wth marking agents described in the current edition of the FSIS
publication, List of Proprietary Substances and Non-Food Conpounds, in
addition to any other aninmal identification required for a particular
speci es.

g. Required Consulting Veterinary Practices. Because of the
conpl exity and sophistication required in the design and operation of an MOU
production facility, a licensed veterinarian nust acconplish the follow ng:

(1). Periodically wvisit each production unit
participating in an MOU program and exam ne the operations and records of
each unit.

(2). Record the dates and results of the reviews and
give a copy of these records to the production unit manager for filing on
site.

(3). Comunicate with each unit regarding conpliance
with the MOU program and report any deviations from the protocol to the
applicant who, in turn, notifies FSIS.

2. Ani nal Feedstuffs Provi sions

a. Animal Feedstuffs. Animal feedstuffs given to an ani nmal
are a primary source of violative levels of chem cal residues in neat and
poul try products. To prevent adulteration, aninmal feedstuffs must be checked
periodically to assure proper forrmulation. This requirenment can be nmet as
fol |l ows:

(1). No lot of aninmal feedstuffs will be used until the
appl i cant has acconplished one of the foll ow ng:

(a). Provided a witten record of test results of
random representative sanples fromeach lot for specific contam nants such
as PCB. The sanples nust have been tested at a | aboratory that FSIS has
accepted in that the | aboratory uses testing nmethods such as AOAC, quality
assurance sanpl es, and positive nethods of sanple identification.

(b). Provided a letter of guaranty from the
supplier of the product that states that the aninmal feedstuffs do not contain
drugs or other chemcals that will cause neat and poultry products derived
from animals raised under an MOU to be adulterated. Wen a letter of
guaranty is used as proof of proper fornulation, reference sanples from each
separate lot of animal feedstuffs may be <collected if either the
establishment or FSIS elects. The lot size wll vary depending on the
purpose of the production facility. If reference sanples are deened



necessary, they nust be collected as foll ows:

(i). A randomsanple of the animal feedstuffs
must be taken fromthe lot at the tine of delivery.

(i1). The sanple nmust be maintained with clear
mar ki ngs as to date taken and identifying information.

(ii1). Such sanples may be destroyed 30 days
after all animals which have been fed fromthe | ot of aninmal feedstuffs have
been sl aught er ed.

(2). Soybean neal showi ng contam nation with anim
feedstuffs or any other substance nust not be used by the applicant.

(3). Any feedstuff bin or other holding or handling
equi pnent that has conme in contact with any feedstuff or water suspected or
determned to be contam nated with drugs, pesticides, or other chem cals nust
be enptied and cleaned before it is used for handling or holding any
noncont am nated feedstuff or water.

(4). Wen any aninmal feedstuffs contain drugs, the
consulting veterinarian nust be infornmed and approve its planned use.

b. Water. Contam nants may |eak into water supplies because
of inproperly protected toxic waste dunps, chem cal spills or other reasons.
Since such contam nants are often colorless and tastel ess, they can only be
di scovered through | aboratory analysis. As a preventive neasure, water given
to an ani mal nust be tested for contam nants twi ce a year at the expense of

the applicant. |If the water tested is found to be contam nated, such water
must not be used for an aninmal covered by an MOU. An ani mal who has consuned
contam nated water nust not be sent to slaughter until it is determ ned that

the animal does not have any violative |evels of chem cal residues. The
determnation is made by testing conducted by the applicant using a
met hodol ogy approved by FSI'S. Because of varying State and | ocal requirenents
and conditions, water testing needs nust be determned on an individua
basi s.

B. Ownership of Animals. An applicant for an MOU program nust
denonstrate control of aninmals by either owning the animals or show ng | egal
or econom c integration of the raising, slaughtering, and testing of the
animals. Such control my be denonstrated through one or nore of the
foll om ng docunents:

Part nershi p Agreenents
Menor anda of Under st andi ng
Contracts

Omner ship of Cooperatives
Articles of Incorporation.

howhE
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OPl: REPD
PART 2 OF 2
GUI DELI NES FOR THE RESI DUE CONTROL PROGRAM
ESTABLI SHED BY MEMORANDUM OF UNDERSTANDI NG ( MoU)
PART TWO- - APPLI CATI ON REVI EW PROCESS

| . Application Conponent. An official establishnment may apply to FSIS for
approval of an MU programthat ensures that animals presented for slaughter
are not adulterated with residues. Several stages of review take place before
FSIS signs an MOU. FSIS will make the follow ng determ nations: (1). that
the applicant has a history of cooperation with the Agency, (2). that the
applicant is legally responsible for animals, (3). that the applicant has
adequately planned raising procedures and appropriate residue testing
procedures, (4). that the applicant has descri bed how effective nonitoring
w Il occur, and, (5). that the applicant has described all aspects of the
protocol for correct inplenentation. To make these determ nations, the
process begins with an applicant's request for an application package, as
descri bed bel ow

A. Request for an Application Package. Any applicant interested in
participating in the MOU program may request information tel ephonically or in
witing fromthe Drector, ROS. The application package nmailed will contain
the foll ow ng:

1. Standard Application Letter. The letter, when conpleted and
signed by the applicant, is the official request to participate in the MOU
program The signed letter also authorizes any representative of USDA to
eval uate and copy records and revi ew operations at slaughter establishnents
and animal production facilities to determne if procedures neeting the
criteria are inplenented. The letter is submtted to the Director, ROS

2. Menor andum of Under st andi ng. The official docunment to be
signed by both the applicant and FSIS official when protocol is approved.

3. Sanple Production Control Protocol. An exanple of a protocol
showi ng how the criteria for an MOU may be addressed.

4. FSIS Directive 10,530.2, Cuidelines for the Residue Contro
Program Est abl i shed by Menorandum of Under st andi ng (MOU).

5. Instruction Sheet. This sheet describes what materials or
forms nmust be prepared by the applicant and to whom the docunents nust be
subm tted.

1. EVALUATI ON OF APPLI CATI ON

A. Phases. The evaluation of the application includes the follow ng
st eps:

1. Eligibility Criteri a. The applicant, and the official
establishment if the official establishnment is not the applicant, on the
standard application letter, requests that FSIS determne his/her eligibility
for participation in an MU program Eligibility is determned by a
hi storical review coordinated by the D rector, ROCS. To be considered



eligible, the information requested in the application nmust be conplete and
t he applicant nust al so:

a. Show a history of cooperating with FSIS's m ssions and
goal s.

b. Extend a request for any duly authorized representative of
the Secretary of Agriculture to exam ne production facilities and records
that are deened relevant for determ nation of programinpl enentation.

c. Denonstrate the control of animal raising, testing, and
sl aught eri ng.

2. Determnation of the Evaluation. Wen FSIS determ nes that an
applicant is eligible to participate in the MOU program the applicant wll
be notified by the DA, MPIO. In the notification letter, a request wll be
made to prepare a detailed protocol. At that time, the Science Programwl|
be infornmed that a protocol is being prepared. |If an applicant is determ ned
to be ineligible, the DA, MPIQ w Il notify the applicant of the decision and
reasons for the decision.

3. Submssion of the Protocol. Wen an eligible applicant submts
a protocol to the Director, ROS, several FSIS offices review the protocol for
determnations such as: (1). the necessary tineframe to conplete an on-site

visit of the production facility, and, (2). if the protocol is
operationally feasible. The preparation of a review plan begins as descri bed
in Paragraph Il. A 4, of this directive. | f the protocol neets the MU
criteria, the applicant is inforned as described in Paragraph Il., A 5.

4. Preparation of the Review Plan. |If a submtted protocol neets
the criteria as described in Paragraph VII1. of this directive, a review plan

is prepared. The plan describes what FSIS activities are necessary to assure
that the applicant and related producers are correctly operating under the
provisions of the M. The review plan along with the protocol is forwarded
to several FSIS offices for operational and enforcenent determ nations. The
procedures for notifying the applicant is described in Paragraph Il., A 5.,
of this directive.

5. Inform Applicant of the Approval/Nonapproval of the Protocol.
After all programareas conplete their review of the protocol, determne it
to be operationally feasible, and prepare the review plan, a letter is
forwarded to the applicant to advise that the protocol, as approved by FSIS,
must not be revised unless changes/additions are approved by FSIS. (See
Paragraph Il1. 8. A of this directive.) The applicant is also infornmed that
an FSI'S on-site visit will be scheduled after formal notification fromthe
applicant that the protocol is fully inplemented. If it is determ ned that
the protocol has deficiencies and does not neet the MOU criteria and,
therefore, is not approved, a letter will be forwarded to the applicant
explaining the reasons for that decision and further advising that the
applicant may either submt a revised protocol that corrects the deficiencies



or withdraw the application.

6. On-Site Visit and Report. Wien the applicant infornms FSI S that
the protocol is inplenented, the appropriate FSIS operations and science

personnel will schedule and conduct a joint visit to review all aspects of
t he protocol. I f no deficiencies are found during the on-site visit, the
applicant is inforned at the exit interview and requested to sign MU. |If

deficiencies are found, the applicant is informed in an exit interview that
when all deficiencies are corrected, another on-site visit will be schedul ed.
A report of the on-site visit is jointly prepared by FSIS operations and
Sci ence personnel .

7. Notification of Approved MOU Program An FSIS official signs
the MU and returns a copy to the applicant; one copy of the MU is placed in
the official file. Al FSIS personnel with review responsibilities are also
notified when an approved MOU programis in operation. The appropriate FSIS
personnel are further notified that review tasks should be schedul ed and
conducted as detailed in the review plan.

8. Proposed Changes/Additions to the Protocol. [If an applicant
proposes any changes/additions to an approved protocol, the Director, RGOS
receives the request and forwards it to the appropriate FSIS offices for
review. If, after those reviews, a determnation is nmade that the proposed
changes/additions are in accord with the approved protocol on file, the
Agency's decision is forwarded to the applicant.

L. MOU APPEAL PROCEDURES

In the event of a decision to either deny or termnate an MOU program by
FSIS, the follow ng steps are foll owed:

a. The DA, MPIO may term nate an MOU program effective
upon receipt of oral notification followed by a witten notification within
5 days.

b. The DA, MPIO, submits a letter to the applicant
outlining the reasons for the determ nation.

c. The applicant may appeal the Agency's decision by
presenting his/her views in person or in witing to the DA, MPIO, within 30
days of receiving the termnation letter. Foll owi ng the presentation of
views, the DA, MPIO determ nes whether to reverse or uphold the initial
determ nation

d. The DA, MPIO, arranges for an oral hearing with the
applicant and the Admnistrator, FSIS, if any facts are in dispute or if the
applicant w shes to again appeal the Agency's decision. Foll ow ng the
hearing, the Admnistrator nmakes a final determnation to approve or deny the
application, to revoke the termnation of the MU program or uphold the
term nati on deci sion.



e. The applicant may reapply for an MOU program after
correcting those conditions which resulted in the denial or termnation
action.

| V. NOTI FI CATI ON OF CURRENT APPLI CANTS
In conjunction with the regional offices, the DA, MPLO w il notify current
appl i cants operating in an MOU program of the instructions contained in this
docunent . The applicants will have 6 nonths, from the date notified, in
which to conply with the provisions of this directive.
PART THREE- - RESPONSI BI LI TI ES
Meat and Poul try I nspection Qperations
A The Deputy Adm ni strator

1. Receives the application package fromthe Director, RGOS, and
refers it to the DA, SCl

2. Receives the MOU, approved protocol and review plan fromthe
DA, SCI, and forwards themto the Director, RCS, to determne if they are
operational ly feasible.

3. Notifies the applicant that the protocol will or will not be
accept ed.

4. Returns the approved MOU to the applicant for signature.

5. Signs the MOU once the applicant has successfully inplenented
the protocol, signs and returns the MOU.

6. Notifies the DA, SC, of the signed MOU.

7. Forwards copies of approved MOU to the RDs, resulting in copies
bei ng forwarded to the AS and CS.

8. Assures that the review plan is inplenented.
9. Assures that on-site reviews occur.

10. Assures that reports on the initial and annual on-site visits
are conpl et ed.

11. Reviews all applicant requests for proposed changes/additions
in the MU and notifies the applicant of the Agency's deci sion.

12. Reviews all recommendations for suspending or term nating an
applicant's MU programand notifies the applicant when such action is taken
and the reasons for the action.

13. Presi des over presentation of applicants' views regarding



termnation of MOU program

14. Arranges oral hearing with applicant and Adm nistrator, if
necessary.
15. Notifies applicants currently operating under the MOU program
of this directive and of the requirenent to conply with instructions herein
Wi thin 6 nonths.

B. The Assistant DA, CP

1. Recei ves approved protocol and the review plan from the
Director, RCS, to review for enforcenent activities and submts appropriate
recomendations, if any, to the Director, RCS

2. Investigates reports of alleged violations of an MOU program as
requested by the Director, RCS

3. Collects and docunents evidence necessary to provide the DA
MPI O, through the Director, RGOS, with recomendations on suspending or
revoki ng an applicant's approved MOU program

4. Provides a program for planned reviews of past, present, or
suspected violators of an MOU program

C. The Director, RCS

1. Receives the initial request fromthe applicant to participate
in the MOU program

2. Sends the application package to the applicant.

3. Determnes the conpliance history of the applicant and inforns
the applicant if ineligible. Such determ nation includes consulting with
Regi onal Directors, MI O

4. Reviews docunentation of ownership.

5. Submts the conpl eted application package to the DA, MPIOQ for
distribution to other FSIS units for revi ew

6. Receives the MOU, approved protocol and review plan fromthe
DA, MPIO, and determnes if they are operationally feasible.

7. Forwards a copy of the approved protocol and review plan to the
Assistant DA, MPIO CP, for review

8. Assures that the review plan is inplenented.
9. Coordinates and participates with the Director, REPD, and the

Regi onal Residue Staff Oficer in the initial and annual on-site reviews of
the production units.



10. Participates with the Director, REPD, in preparing the initial
and annual on-site visit reports.

11. Maintains the official Agency file containing the MOU and al
rel ated docunents for at |east 2 years.

12. Maintains for 1 year all docunentation generated on unapproved
MOU applications, and, thereafter, destroys all such docunentation if
justification does not exist for maintaining them

13. Receives applicant's request for proposed changes/additions to
t he approved MOU or supporting docunentation and submts the request to the
DA, SC, through the DA, MPILQ or other appropriate offices for review before
approving or denying the request.

14. Eval uates determnation to approve or deny protocol
changes/additions to an applicant's MJU program by review ng officials.
15. Submts recomendations on requested proposed

changes/additions to the DA, MPIO and provides necessary paperwork for
transmtting the Agency decision to the applicant.

16. Recei ves requests for MOU term nations and submts such
requests to the DAs, MPIO and SCI, for information and initials.
17. Receives reports of actual or suspected violations of the MOU
and requests investigation by ADA, MPIO CP

18. Reviews investigative docunentation collected by CP and/or the
Regi onal Residue Staff Oficer and, when appropriate, submts to the DA
MPI O recomrendati ons on suspendi ng or revoking an establishnent's approved
MOU pr ogram

19. Notifies other governnent agencies of investigative
docunent ati on regardi ng actual or suspected violations, as appropriate.
20. Notifies the DA, SCI, through the DA, MPI O, and other
concerned FSIS offices of all changes in an applicant's MOU or in the status
of an MOU.

21. Provides support to the Regional Residue Staff Oficer.

22. Monitors reports of periodic on-site reviews by the Regional
Residue Staff Oficer and determnes if the reviews indicate the MJU program
is being executed appropriately in both the production unit and the
establishment. Makes recommendations to the DA, MPI O, as necessary.

23. Acconpani es each Regional Residue Staff Oficer on at | east
one review annual |y of production units and establishnments operating under an
MOU.

24. Cenerates an annual report on the MOU program for Agency use.
25. Assures that applicants currently operating under the MU

program are notified of this directive and conply with instructions herein
Wi thin 6 nonths.



D. The Regional D rector

1. Receives fromthe DA, MI O copies of approved MOUs.
2. Copies and forwards approved MOUs to the AS.

3. Assures that the AS and CS oversee the I1C s nonitoring of the
MU program whi ch i ncl udes nmai ntenance of required |logs, files of applicants'
production units, and the identification and segregation of MOU ani mals
during ante-nortem and post-nortem i nspection.

4. Interacts with nmanagers of production units operating under an
MOU programto assure an understandi ng of responsibilities and goals of the
MOU pr ogram

5. Assures that periodic on-site review is conpleted.
6. Assures that the review plan is inplenented.

7. Forwards to the Director, ROS, a report of the periodic on-site
review and the conpletion results of the review pl an.
8. Forwards annual status report to the Director, ROS
E. The Regional Residue Staff Oficer

1. Participates with the Directors, ROS and REPD, in the initia
on-site review of the production units.

2. Notifies the Il C of establishnments under his/her jurisdiction
that are approved to operate under an MOU program  Submts a copy of the
approved MOU to the I1C

3. Discusses with the I C his/her responsibilities under the MOU
and assures that necessary resources are available to perform the added
duti es.

4. Assures that the review plan is inplenented.

5. Assures that the I1C maintains records of post-nortem
observations required by the review plan. Assures that the |1C receives
records of individually nedicated aninmals prior to ante-nortem i nspection and
mai nt ai ns records of post-nortem observations required by the review plan of
all animals from product units operating under an MOU.

6. Conducts unannounced visits on at |east an annual basis of
establishments within the region that operate under an MOU program

7. Conducts unannounced visits on at |east an annual basis of a
representative nunber of production units involved in raising animls
sl aught ered under an MOU program

8. Assures that managers of the production units and
establi shnments conply with the MOU and pr ot ocol



9. Interacts with managers of production units, establishnents,
and conpanies operating under an MO to assure an understanding of
responsibilities and goals of the MOU program and encourages cooperation in
achi eving these goal s.

10. Reports to the Director, RGOS, any actual or suspected
viol ations of an MOU program

11. Ensures that applicants currently operating under the MOU
program are notified of this directive and conply with instructions herein
Wi thin 6 nonths.

12. Submts to the Director, RGOS, through the RD, an annual status
report.

13. Submts to the Drector, ROS, through the RD, periodic on-site
review resul ts.

F. Area Supervi sor

1. Receives fromthe RD copies of approved MOUs.
2. Copies and forwards approved MOUs to the CS

3. Assures that the review plan is inplenented.

4. Assures that the I1C nonitors the MOU program whi ch includes
t he mai ntenance of required logs, files of applicants' production units, and
the identification and segregation of MOU animals during ante-nortem and
post-nortem i nspection.

5. Forwards to the RDthe CS's input for the residue annual status
report.

6. Reports to the RD any suspected or actual violations of an MOU.
G Crcuit Supervisor

1. Receives copies of approved MOUs fromthe AS.
2. Assures that the review plan is inplenented.

3. Assures that the I C nonitors the MU program whi ch incl udes
t he mai ntenance of required logs, files of an applicants' production units,
and the identification and segregati on of MOU ani mals during ante-nortem and
post-nortem i nspection

4. Assures that unannounced visits of an applicant's production
unit within the region are nade on at |east an annual basis.
5. Assures that the I1C maintains records of post-nortem
observations required by the review plan.



6. Assures that the 11 C receives records of individually nedicated
animals prior to ante-norteminspecti on and mai ntains records of post-nortem
observations of all animals from product units operating under an MU
program

7. Interacts with managers of production units, and conpanies
operating under an MOU to assure an understanding of responsibilities and
goal s of the MU program and encourages cooperation in achieving these goals.

8. Reports to the AS any suspected or actual violations of an MOU
program

9. Notifies the I1C of applicant operating under an MOU program
and provides a copy of the MOU

10. Discusses with the I1C his/her responsibilities under the MU
and assures that necessary resources are available to perform the added
duti es.

11. Participates with the Regional Residue Staff Oficer in
performng the historical review of the applicant for an MOU program

12. Assures that the I1C maintains copies of all approved MOUs for
hi s/ her area of responsibility.

H. The I nspector-in-Charge

1. Participates with the Director, RGOS, in performng the
hi storical review of the applicant for an MOU program

2. Cooperates with the on-site review teamduring initial review
of an establishnment applying for an MOU program

3. Receives notification fromthe RD of applicants operating under
t he MOU program

4. Receives notification from establishnent managenent prior to
sl aughter of animals raised under an MOU program or production of products
froman aninmal raised and sl aughtered under an MOU.

5. Maintains copies of approved MOUs.

6. Recei ves nedical records of individually nedicated ani mals
prior to slaughter of animals raised under an MOU program and returns
records to managenent.

7. Mnitors the establishnents' prograns, such as partial quality
control, to maintain identification and segregation of MOU animals during
ante-nortem and post-nortem inspection

8. Interacts wth establishnment managenent to pronote



under standi ng of responsibilities and goals of the MJU program and encour ages
cooperation in achieving those goals.

9. Assures that establishnment managers conply with provisions set
forth in the MOU program

10. Reports suspected or actual violations of an MOU programto
t he Regi onal Residue Staff O ficer.

1. Sci ence
A.  The Deputy Adm nistrator

1. Receives fromthe DA, MPIQ the application package, and refers
it to the Director, REPD

2. Collaborates with the DA, MPIQ in scheduling and reporting the
on-site visits.

3. Receives the application package fromthe D rector, REPD, after
his/her review, with concurrence from other appropriate Science D vision
Directors, and reviews and evaluates the scientific evaluation of the
protocol, the review plan, and any additional information needs of SCI to
assist in the scientific evaluation.

4. Approves, if scientifically appropriate, and returns the
package to the DA, MPI QO

5. Follows the sanme steps with changes in a protocol or
i nformati onal needs requests.

B. The Director, REPD
1. Receives the application package fromthe DA, SC
2. Eval uates the proposed protocol and docunentation for scientific
validity.
3. Devel ops a review pl an.

4. Determnes any additional information needs of SCI to eval uate
t he MOU program

5. Confers with the MOU applicant to ensure that a scientifically
satisfactory protocol is prepared.

6. Receives for review the proposed changes/ additions to an
approved protocol and returns it to the Director, ROS

7. Consults periodically with the Director, ROS, the Assistant DA
MPI O, CP, and other divisions in the SCI area, as necessary. 8.



Submts the evaluation of the protocol, review plan schedul e and information
needs to the DA, SCl.

9. Arranges, in conjunction with the Director, RCS, the initial
and annual on-site visits of MAU applicants.

10. Participates with the Director, RGOS, in preparing the initial
and annual on-site visit report.

11. Files and maintains a copy of the MOU program eval uation,
review plan and additional information needs.

L1l Revi ew and Eval uation Staff
A. The Director
1. Serves in an oversight capacity.

2. Develops a plan to determine if the MOU programis operating
effectively, if requested to conduct a review by the Adm ni strator.

Lester M Crawford
Adm ni strat or



