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oPl: MPIO
NATI ONAL RESI DUE PROGRAM
PART ONE -- BASI C PROVI SI ONS

I . PURPOSE

This directive identifies FSIS responsibilities in planning, evaluating,
supporting, and inplenenting the National Residue Program which is designed
to nonitor, detect, reduce, and control residues of drugs, pesticides, and
other chemcals and contamnants in neat and poultry products designated for
human consunpti on.

1. ( RESERVED)
1. REASON FOR | SSUANCE

The National Residue Programis an essential part of the total inspection
efforts to identify and control adulterants in the neat and poultry supply.
The effective inplenentation of the National Residue Program requires
t hor ough planning and tinely coordination anong nunerous FSIS units. This
directive establishes and describes functions and relationships of these
units.

| V. REFERENCES

Federal Meat Inspection Act

Poul try Products I nspection Act

Parts 309, 310, 311, 318, and 327 of the Federal neat inspection
regul ati ons

Section 354.130 of the voluntary inspection and certification
regul ati ons

Sections 381.60, 381.70-381.80, 381.91, 381.95, and 381. 197 of
the poultry products inspection regul ations

FSIS Directives 8080.1, 8150.1, 9050.1, 10001.1, 10012.1
10110.1, 10130.1, 10220.1, 10600.1, 10600.2, 10610.1, 10620.1,
and 10625.1

V. ABBREVI ATI ONS

The followng will appear in their shortened formin this directive:
All'S - Automated Inport Information System

CD - Chem stry Division, SC

CRS - Contam nati on Response System

EPA - Environnmental Protection Agency

EPS - Energency Prograns Staff, MPIO

FDA - Food and Drug Adm nistration

FPD - Foreign Prograns Division, IP

FSL - Field Service Laboratories



FSLD - Field Service Laboratories Division, SCl
| AS - Inport Analysis Staff, IP

|FO - Inport Field Ofice, IP

1D - Inport Inspection Division, IP

| P - International Prograns

| RSP - | nport Residue Sanpling Plan

MARCIS - Mcrobiological and Residue Conputer Information System M -
M cr obi ol ogy Division, SC

MU - Menorandum of Under st andi ng

MPI O - Meat and Poultry I nspection Operations

MPI TS - Meat and Poultry I nspection Technical Services
MSD - Mathematics and Statistics Division, SC

NRP - National Residue Program

PED - Pat hol ogy and Epi dem ol ogy Di vi sion, SCl

PCE - Port of entry

QA - Quality assurance

QL - Quality contro

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

SCl - Science Program

SRC - Standing Residue Commttee

SVMD - Supervisory Veterinary Medical Oficer

VMO - Veterinary Medical Oficer

V. PQLI CY

FSIS is responsible for maintaining effective inspection and enforcenent
prograns to assure consuners that donestic and inported neat and poultry
products which are distributed to them are safe, whol esone, not adul terated,
and properly labeled. An integral part of FSIS s inspection programis the
Nat i onal Resi due Program (NRP) which includes nonitoring, surveillance, and

the Contam nation Response System (CRS). Under the NRP, FSIS sanples,
detects, reduces, and controls residues of drugs, pesticides, and other
potentially hazardous chem cal adulterants in neat and poultry products. 1In

addition to wutilizing regulatory control neasures, NRP pronotes residue
prevention through interagency prograns for producer education and through
i ncentives for producers and processors to devel op residue quality assurance
pr ogr ans. Sanples of neat and poultry are collected for analysis at
federally inspected slaughtering establishments produci ng donmestic products
and at ports of entry receiving inport shipments. The presence of violative
residues leads to the investigation and control of the novenent of suspected
and known adulterated product and to the identification of producers
marketing animals with adulterating residues. When a potential or known
residue crisis is identified under the NRP, CRS is activated. The CRS
utilizes the resources of all relevant FSIS headquarters and field units
through an interdisciplinary team whose goal is inmediate action for problem
resol ution.

The NRP demands a concerted effort by all prograns within FSIS. The
followng parts identify the responsibilities of FSIS units to assure that



all aspects of the NRP are well managed and fully integrated.
PART TWO- - NATI ONAL RESI DUE PROGRAM
SCl ENCE PROGRAM RESPONSI BI LI TI ES
l. OVERVI EW

SCI provides the Agency with scientific guidance and planning for the NRP
I ncluded in these functions is the devel opnent of the Conpound Eval uation and
Anal ytical Capability; Annual Residue Plan which ranks conmpounds that may be
present in neat and poultry (including criteria and nmethods for setting
priorities), lists analytical nmethods for detecting those conpounds, and
presents FSIS s sanpling plans for the comng year. SCl's support services
al so include the analyses of neat and poultry sanples, the reporting and
interpreting of such analytical results, and collaboration with other
agencies as defined in rel evant MOUs.

1. RESPONSI BI LI TI ES

A The Deputy Adm nistrator, SCI, has the overall responsibility for
managi ng scientific activities wthin FSIS including the planning,
eval uation, and reporting of the donestic and inport activities of the NRP

B. Under the direction of the Deputy Admnistrator, SCl, the units
listed bel ow shall performspecific duties under the NRP
1. The Director, CD

a. Mai nt ai ns technical capability of chem stry sections of
FSLD
b. Mai ntai ns accreditation program of FSIS accredited
| abor at ori es.
C Devel ops new, expanded, or inproved screening,

confirmatory, and i n-pl ant net hodol ogy.

d. In cooperation with REPD, ascertains and devel ops
anal ytical capabilities for each year's annual plan.

e. Participates in I Ps SRC

f. Directs CD support activities involving CRS.
2. The Director, M
a. Mai ntai ns technical capability of m crobiol ogy sections
of FSLD.
b. Devel ops new, expanded, or i nproved anal ytical,

confirmatory, and in-plant nethodol ogy.



C. In cooperation with REPD, ascertains and devel ops
anal ytical capabilities for each year's annual plan.

d. Participates in I Ps SRC

e. Directs MD support activities involving CRS
3. The Director, PED

a. Provi des epi dem ol ogi ¢ services in cooperation with REPD
to investigate, characterize, and evaluate residue incidents in aninmls and
product s.

b. I n cooperation with REPD, provides epidem ol ogi c services
necessary to devel op plans for residue avoi dance and control prograns.

C. Provi des epi dem ol ogi ¢ services for CRS.
d. Participates in I Ps SRC

e. Directs PED support activities involving CRS.
4. The Director, FSLD

a. Assures that all analyses are conpleted pronptly and t hat
results are transmtted to MARCIS within 30 days after sanple collection!

b. Assures that REPD receives pronpt, docunented notification
of laboratory results when violative or unusual findings occur in domestic or
i nport sanpl es.

C. Assures that all analyses for the year are conpl eted and
that the results are transmtted to MARCIS by January 31 of the follow ng
year.

d. Participates in | Ps SRC

e. Directs FSLD support activities involving CRS.
5. The Director, MSD

a. Participates wth REPD in planning and eval uating
prograns to assure that procedures are statistically consistent wth program
pur poses.

b. Reviews nonitoring and scheduling procedures for
statistical accuracy and appropri at eness.

C. Assists with the design of data QC procedures and
i npl ements these activities associated with MARCI S.

d. Participates in I Ps SRC



e. Directs MSD support activities involving CRS.
6. The Director, REPD

a. Devel ops plans for and eval uates the results of residue
prograns designed to control and elimnate the presence of undesirable
subst ances, the use or presence of prohibited substances, or quantities of
aut hori zed substances exceeding the permtted levels in neat and poultry
product s.

b. Encour ages the devel opnent of effective residue control
prograns by States and private industry, both on a cooperative and
i ndependent basis, and interacts with FDA, EPA, and other Federal agencies in
t he devel opnent of prograns to control and elimnate violative concentrations
of residues in neat and poultry products.

C. In consultation with other SCI divisions, MPIOQ and IP
desi gns the annual residue sanpling plan and publishes the approved plan by
Decenmber 15 of each year as the Conpound Evaluation and Analytical
Capability; Annual Residue Pl an.

d. Routinely consults with MPLO on nmatters that could inpact
on the annual plan such as |aboratory resources, nethods devel opnent,
staffing, and procurenent of supplies and equi pnent.

e. Recei ves docunmented notification of |aboratory results
when violative findings occur in donestic and inport sanpl es.
f. In cooperation with MPIO, eval uates each residue

violation incident both as an individual occurrence and for a possible
pattern in time, geographic distribution, or species. Uses violation data to
eval uate the effectiveness of the National Residue Program and to plan and
devel op new or inproved portions of the program

g. Upon receiving FSLD test results, imediately notifies,
as appropriate, MPIQ |P, PED, and FDA and EPA of the occurrence of violative
or unusual findings.

h. Serves as the focal point within FSIS for receiving,
evaluating, and providing residue-related information and for giving
scientific support to MPIQ | P, and MPITS regardi ng procedures, devel opnent,
and training for residue control activities.

i Periodically reviews residue control and sanpling
activities to assure that they provide adequate information for follow up
actions directed against violators and adulterated product.

] - Publ i shes the Residue Data Book and other reports, as
appropri ate.

K. Conpi l es and eval uates data with associated scientific
rationale to support the devel opnent of a "systens" approach to residue
control, including risk assessnent, exposure assessnent, and ri sk managenent

deci si ons.



1. Participates in IP s SRC
m Directs REPD support activities involving CRS.
PART THREE- - NATI ONAL RESI DUE PROGRAM

MEAT AND POULTRY | NSPECTI ON OPERATI ONS RESPONSI BI LI TI ES
I . OVERVI EW

MPIOis responsible for carrying out the inspection requirements specified in
the FMA and PPIA for donestic mneat and poultry products and for
adm ni stering conpliance activities to assure regulatory standards are
properly enforced at donestic neat and poultry operations. Cooperative
interactions with other governnent agencies are defined in relevant MOUs.
Under the NRP, MPIO directs, coordinates, and executes all field inspection
activities to assure an effective residue control programfor donestic neat
and poultry products. In addition, MPI O coordinates the FSI'S response under
CRS to energency situations where product is contam nated with residues and
ot her adulterants affecting the whol esoneness and safety of such products.

1. RESPONSI BI LI TI ES

A The Deputy Adm nistrator, MP10, has the overall responsibility for
managing all field operations, including the tinely, effective, and uniform
execution and mai ntenance of the NRP

B. The Assistant Deputy Adm nistrator, Regional Operations, provides
gui dance, through the Director, ROS, to the Regional Directors on directing
and coordinating field inspection activities necessary to provide and execute
effective nonitoring, surveillance, and CRS functions under the donestic NRP.
Under the direction of the Assistant Deputy Administrator, the units listed
bel ow shall perform specific duties in inplenenting the NRP

1. The Director, RCS

a. In consultation with REPD, provides guidance to MPIO
field personnel to inplenent appropriate responses to residue contam nation
i ncidents and coordi nates these actions with other FSIS units.

b. Participates wth Extension Services (field
representatives) and professional organizations to increase producer
awareness of the need to include residue controls in their mnagenent
progr amns.

C. Serves as liaison to SCI, Conpliance Program EPS, FDA

EPA, Packers and Stockyards Adm nistration, and other FSIS prograns or

governnment agencies to establish lines of communication to assure

i npl enentation of an effective residue control programat the field level, in
accordance with FSIS policy and interagency MOUs.

d. Receives information from Regional Directors on field



resi due problens requiring possible action and, in consultation with REPD and
EPS, as applicable, determ nes the action necessary and notifies appropriate
FSIS staffs if residue problens exist.

e. Notifies the Conpliance Program of residue problens for
possi bl e investigative action.

f. Assures that MPIO staff and field personnel receive
appropriate training to carry out their responsibilities in the residue
control program

g. Correlates with Regional Directors on residue-rel ated
I ssues.

h. Assures mai ntenance of conplete and current information
on residues within MPI QO

i Manages procurenent and distribution of supplies and
materials to conduct inplant residue tests.

] - Prepares the nonthly residue nonitoring schedule in
col l aboration with a scheduling teamincluding representatives from SCl and
| P.

k. Monitors performance of field activities to assure
uni form and consi stent inplenentation of the residue control program

| . Col | aborates with SCI on | ong-range plans and revi ews of
the residue control program

m Distributes residue-related information to field
personnel .

n. Anal yzes operational data and information to keep abreast
of current residue trends and rel ated i ssues.

0. Verifies by managenent information systens the degree and
|l evel of application of the various residue-related activities being
conducted at the in-plant level by interpreting and anal yzi ng operationa
reports, information, and data for the purpose of effecting corrective
actions in situations where programfailure is indicated.

p. | mpl ements a residue violation tracking system
: Conducts on-site correlation of residue activities with
regi onal personnel .
r. Provi des support for CRS.
S. Participates in I Ps SRC

2. The Director, EPS:



a. Mai nt ai ns a permanent headquarters-based CRS Contr ol
Center.

b. Acts as focal point for reporting contam nation problens
that are identified by MPIO field personnel, other FSIS prograns, other
Federal and State governnent agencies, and industry.

C. Coordi nates the FSIS response under CRS to energency
situations affecting the acceptability of neat and poultry products for human
consunpti on.

d. Decl ares a CRS Residue Action Condition, with concurrence
of the Admnistrator, for control, evaluation, and resolution of |arge scale
chem cal contam nation energenci es.

e. Directs and coordi nates the CRS Residue Action Condition
Headquarters and Field Level Response teans which provide expertise in
resol ving energency contam nation problens and provides guidance to MPIO
field personnel in determining the critical nature of contam nation
si tuati ons.

f. Focuses on situations where neat and poultry products are
adulterated with drug or other chem cal residues which would require the
recall of affected products.

g. Manages and accounts for resources utilized in response
to CRS and ot her energency situations.

3. Fi el d Personnel .
a. The Regi onal Residue Staff Oficer:

(1) Correl ates, coordinates, and nonitors field
activities to assure proper inplenentation of the residue control program

(2) Monitors sanple collection, supplies, equipnent, and
resi due rates.

(3) Assesses field reports to determ ne appropriate
action.

(4) Assures field personnel receive proper training in
resi due managenent.

(5) Conducts on-site assessnment of residue prograns and
violation incidents through contacts including feedlots, farnms, and auction
mar kets, as necessary.

(6) Serves as FSIS liaison on residue issues wth
i ndustry associations, schools, consuner groups, and other governnental
agenci es.



(7) Sets priorities for field personnel to assure
adequat e i npl enentation of residue nonitoring and surveillance activities.

(8) Comunicates with the Director, ROS, as appropriate
to assure efficient and effective inplenentation of the NRP

(9) Maintains current regul ations, issuances, and other
rel evant material on residue control.

(10) Serves as a CRS field team nenber.
b. The Area Supervi sor

(1) Coordinates and inplentnts residue program
activities at in-plant |evel.

(2) Collaborates with States having inspection prograns
for selection of establishnents to be sanpl ed each nonth under the Nationa
Resi due Monitoring Program

(3) Collaborates with States, FDA, auction markets, and
ot hers, as appropriate, to detect residue violations.
(4) Mnitors in-plant residue control performance of
i nspection personnel .

(5) Assures field personnel receive proper training in
resi due managenent.

(6) Determ nes in-plant staffing needs and sets
priorities to assure adequate degree of residue nonitoring and surveillance
i s undert aken.

(7) Mintains current regulations, issuances, and other
relevant nmaterial on residue control.

(8) Directs support activities involving CRS.
C. The G rcuit Supervisor:

(I') Mnitors in-plant residue control performance of
i nspecti on personnel .

(2) Monitors in-plant staffing needs and sets priorities
to assure adequate residue control system provides feedback to the VMY SVMO

(3) Mnitors and eval uates the appropriate mai ntenance
and control of supplies, incubators, and other equi pnent at plant |evel.

(4) Mintains current material on residue control.

(5) Assures field personnel receive proper training in



resi due managenent.
(6) Provides support for CRS.
d. The VMO SVMO.

(1) Inplenments and conducts in-plant residue contro
program includi ng CRS.

(2) Sets priorities to assure adequate residue
nmoni toring and surveillance i s undertaken.

(3) Assures inspectors and, when appropri ate,
est abl i shnment enpl oyees receive proper training in residue nonitoring and
control

(4) Properly utilizes in-plant tests.

(5) Maintains current regul ations, issuances, and other
rel evant material on residue control.

(6) Initiates sanpling based on ante-nortem and post-
nmortem i nformati on and fi ndi ngs

C. The Assistant Deputy Adm nistrator, Conpliance Program is
responsi ble for providing guidance, through Field Operations Division, to
Conpliance field area offices regarding direction and coordination of
activities necessary to execute investigative action under the NRP. Under
the direction of the Assistant Deputy Adm nistrator, Conpliance Program the
Director, Field Operations Division:

1. Conducts field investigations, including on-site reviews of
violators referred by Regi onal Operations.

2. Directs the collection and docunentation of evidence necessary
to support | egal actions against alleged violators by FDA or other agencies,
i ncluding actions defined in interagency MOUs.

3. Directs support activities involving CRS.

4. Monitors conpliance with the provisions of MOUs between FSIS
and livestock or poultry producers wth approved residue control systens.

PART FOUR -- NATI ONAL RESI DUE PROGRAM
| NTERNATI ONAL PROGRAMS RESPONSI BI LI TI ES
I . OVERVI EW

To be eligible for inportation into the United States under the FM A and
PPI A, neat and poultry products nmust be prepared in certified establishnments



operating under inspection systens that ensure conpliance with requirenents
at least equal to those applied to donestic establishnments and their
products. Therefore, inported neat and poultry products nust, anong other
things, conply with appplicable U S. residue standards. Each eligible
country is required to provide IP wth an annual plan for controlling
resi dues of drugs, pesticides, and other chemicals in products exported to
the United States. The SRC, conprised of representatives fromIP, SC, MIQ,
and FDA, reviews annual residue plans from eligible exporting countries

After review by the SRC and acceptance of the plan, |IP conducts two broad
sets of activities to assure that statutory requirenments are net: (I)
continuing on-site reviews of each inspection systemand (2) reinspection of
product upon arrival into the United States (POE)

Using the information contained in the country's annual plan, IP tailors on-
site reviews to each country's residue status and planned activities. POE
testing procedures are designed to verify the continuing successful operation
of the country's residue program

. RESPONSI BI LI TI ES

A The Deputy Adm nistrator, |P, nmanages all activities dealing with
foreign inspection systens and exported and inported neat and poultry
products. These activities include participation in the NRP which consists
in general of cooperating wth SC in devel oping the annual | RSP for inported
meat and poul try products, managi ng the inplenentation of the I RSP, reporting
data generated by the IRSP, and initiating necessary actions to assure
adequate residue control in foreign origin neat and poul try products.

B. Under the direction of the Deputy Admnistrator, IP, the units
listed bel ow shall performspecific duties in executing the NRP for inported
product s.

1. The Director, FPD, is responsible for the initial and
continuing review of foreign inspection systens.
a. ot ai ns annual residue plans fromeach foreign inspection
system
b. Manages the review of the annual residue plans by the
SRC.
C. Comruni cates with foreign inspection systens on al

resi due matters.

d. Conducts activities to assure nmai ntenance in each country
resi due prograns.

of "equal to

e. Consults with SCI on all residue results they report as
"non-routine"” (violative or wunusual findings) to determ ne need for and
extent of corrective action by foreign country.

f. Notifies foreign country of findings indicating a residue



vi ol ation and requests report providing explanation and corrective action.

g. Eval uates country response and adjusts review activities
as appropri ate.

2. The Director, |AS, has analytic responsibility for
i npl enenting the | RSP

a. Receives final RSP fromSC and prograns AllS by January
1 each year to acconplish plan.

b. Devel ops and executes reports to permt analysis of:
(1) Progress on inplenmentation of |RSP
(2) Quality of data in AIlS data base.
(3) Laboratory resource denands.
(4) Country anal ytical performance.
C. Assures entry of all residue results into AIS via

operation of the MARCIS-AIIS data |ink, manual entry of |aboratory data sent
by SCI, or manual entry of non-routine data telecopied to SClI by FSL.

d. Notifies FPD and IID of non-routine residue sanple
results via tel ephone i medi ately upon receiving verified results from SCl
e. Provides all residue result data to IID field | ocations
via AllS.
3. The Director, 11D

a. Assures that the IRSP is carried out as directed by this
directive and the AllS;

b. Provides EPS information on lots that have passed
i nspecti on when subsequent | aboratory results denonstrate that they are in
vi ol ation; and

C. Sends a copy of the | aboratory sanple results formto the
appropriate I FO

4. The | FO Supervi sor

a. | mredi ately notifies inspectors of |aboratory results for
products on hol d,

b. Notifies |1 D headquarters and nonitors the disposition of
product which is refused entry because of residue violation,

C. Assures that copies of the |aboratory results forns



recei ved from headquarters are filed in the appropriate inport case file, and

d. Establishes a retrieval systemfor residue results data
received via AllS.
5. The i nspector:
a. Takes, prepares, and sends sanples in accordance with
st andard operating procedures,
b. | ssues refused entry notice on product which is found to
be violative,
C. Rel eases product on hold that has passed |aboratory
anal ysi s, and
d. Retains any product froma lot still available in the

i mport establishment for product having passed inspection and is subsequently
found to be violative.

PART V ( RESERVED)

Lester M Crawford/ Acting
Adm ni strat or



