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Dear Dr. Chmitelin:

The Food Safety and Inspection Service (FSIS) has completed an on-site audit of France’s meat
and poultry inspection system. The audit was conducted from October 16 — November 8, 2000.
Enclosed is a copy of the final audit report. Your comments have been included as Attachment
G in the final audit report.

As a result of comments received from the Government of France, FSIS has made the
following changes to the draft final audit report.

¢ Page 23—FSIS has added language that states that the Director of Veterinary Services in
each Departement executes instructions provided by the Ministry of Agriculture and
Fisheries which have the objective of establishing a uniform and coherent approach over
the entire country of France. However, our conclusion has not changed.

¢ Page 23—FSIS has added language that states that violations are referred to the National
Brigade and that the results are not made available. FSIS also states that there was no
evidence to indicate that the Residue Control Plan was modified to increase the level of
monitoring for compounds of concern.

¢ Page 24—FSIS has added language that states that the National Brigade is notified of
positive results for prohibited substances, but that FSIS found no evidence that any follow
up sampling or on farm investigation was initiated.

FSIS appreciates your comments on the draft final audit report. We have carefully considered
your comments and have made the above changes to the draft final report for accuracy.
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If you have questions regarding the audit or need additional information, please contact me at
202-720-3781. My fax number is 202-720-7990 and my email address is

sally.stratmoen @usda.gov.
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United States Food Safety Technical Suite 300, Landmark Center
Department of And Inspection Service 1299 Farnam Street
Agriculture Service Center Omaha, NE 68102

AUDIT REPORT FOR FRANCE
OCTOBER 16 THROUGH NOVEMBER 8, 2000

INTRODUCTION

Purpose

This report reflects information that was obtained during the annual audit of France’s meat
inspection system from October 16 through November 8, 2000, by a team of specialists from
the Food Safety and Inspection Service (FSIS), United States Department of Agriculture
(USDA).

Last Audit

The last audit of France’'s meat inspection system was conducted from April 7 through May
7, 1999. Nineteen of the thirty-six establishments that were then eligible to export meat
products to the United States were audited. Effective inspection system controls were found
to bein place in twelve of the nineteen establishments audited; six of these (24-520-02, 40-
001-01, 46-102-04, 67-447-05, 85-109-01 and 87-065-01) were evaluated as acceptable, and
six (25-152-02,29-027-01, 32-147-23, 40-177-50, 67482-21, and 87-085-03) were
recommended for re-review. Seven establishments (19-010-03, 29-225-01, 40-228-02, 40-
308-52, 42-275-01, 56-091-01, and 85-165-01) had mgjor deficiencies and were found to be
unacceptable. Several equivalence issues were noted regarding HACCP and SSOP
implementation, microbiological testing, and inspection system control as a result of the 1999
audit. Principal concerns with the system at that time were the following:

In establishments 29-027-01, 29-225-01, 56-091-01, and 85-165-01 lighting
was inadequate at inspection stations.

In establishments 24-152-02, 29-225-01, 56-091-01, 85-109-01, 85-165-01,
and 87-085-03, hand washing facilities were found to be deficient with
regards to soap and water temperature and lack of the facility of hand wash in
the production areas.

In several establishments hand-washing facilities were found to be deficient
and personal hygiene practices including hand washing before entering
production areas were not maintained.

Condensation problems were encountered in many establishments (29-027-01,
40-228-02 and 56-091-01). Deficiencies with sanitizers and equipment
sanitizing were observed in several establishments.



Considerable neglect of maintenance and cleaning of overhead structures was
noted in six establishments. Deteriorated product contact equipment was being
used for product handling in five establishments.

Inspection supervision was found to be inadequate and documentation of
supervisory monthly visits was not carried out.

All of the deficiencies of the last audit were corrected and the French authorities assured
FSIS that documentation of corrective measures were available at the departmental offices.

Export History

During calendar year 1999, France exported 880,129 pounds of canned pork products,
poultry products-specialty items, processed duck/goose products, ready-to-cook geese,
cured pork products, and processed varied combination products to the United States. Port-
Of-entry regjections included 2,335 pounds of products for missing shipping marks, labeling
defects and transportation damage. During calendar year 2000 from January to September,
France exported 701,560 pounds of canned pork, canned varied combination, processed
varied combination products, poultry products- speciaty items, ready-to-cook geese, and
cured pork products to the United States. Port-of-entry rejections were 214 pounds of
products for unsound condition. This was from establishment 19-031-02.

PROTOCOL

France inspection system effectiveness determinations focused on five areas of risk: (1)
sanitation controls, including the implementation and operation of Sanitation Standard
Operating Procedures (SSOP's), (2) animal disease controls, (3) residue controls, (4)
slaughter/ processing controls, including the implementation and operation of Hazard
Analysis and Critical Control Point (HACCP) systems and the E. coli testing program, and
(5) enforcement controls, including the testing program for Salmonella species. The French
inspection system was assessed by evaluating these five risk areas. The 2000 audit was
conducted in three parts.

I nspection Program Audits involved visits with the French national meat inspection
officials to discuss oversight programs and practices, including enforcement and compliance
activities. Thiswas followed by on site audits of the eleven U. S-certified establishments and
an ongite visit to a central laboratory at Rungis near Paris culturing field samples for the
presence of microbiological contamination with Salmonella and Escherichia coli. The
French government uses the Laboratoire National Veterinaire de Rungis, and other regional
Ministry of Agriculture laboratories for microbiological testing.

Residue Program Audits entailed audits by FSIS residue specialists of the National Residue
Program and residue testing records in the meat inspection headquarters of the Ministry of
Agriculture and Fisheries, Director General de Alimentation (MAF-DGAL).
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Laboratory Program Auditsinvolved alaboratory audit by FSIS chemists and Quality
Control Specialists. Thisincluded visits to two laboratories, one performing analytical
testing of field samples for the national residue testing program, and the other a National
Reference Laboratory.

This report is organized in three parts to reflect findings in each area of interest.

SUMMARY OF FINDINGS
Inspection Program Audits

Only eleven establishments out of twenty-nine certified to export meat to the United States
were audited on site and five establishments were audited for records and documents. Five
of these were slaughter establishments; six were conducting processing operations. Based on
performance of the individual establishments, France's “In-Plant Inspection System
Performance” was evaluated as In-Plant System Controls In Place.

Effective controls were in place at eight establishments and they were judged Acceptable
(19-031-02, 24-396-01, 24-520-02, 40-088-03-40-282-02, 67-402-21,85-109-01, and 87-085-
03). Three establishments (24-396-01, 29-027-01, and 29-225-01) were judged Acceptable
ubject to Re-review on the next audit. Establishments 24-396-01, 29-027-01, and 29-225-01
corrected their deficiencies, however, other variations were observed during the current audit
and they are mentioned later in this report. Details of audit findings and observations,
including compliance with HACCP, SSOP's, and testing programs for Salmonella and
generic E. coli are discussed later in this report.

The French inspection system officials are not conducting monthly supervisory visitsto U.S.
certified establishments.

Residue Program Audits

Purpose of Mission
To evaluate the effectiveness of the French residue control program for meat and
poultry products.

Method and Scope
The residue review subgroup was composed of four FSIS employees from the Office
of Policy, Program Development and Evaluation, Office of Public Health and Science
and Office of Field Operations. The subgroup met with French officials from the
Ministry of Agriculture and Fisheries. This purpose of this meeting was to obtain
background information from the appropriate competent authority regarding
organization, roles and responsibilities and an overview of the residue control
program. During the remainder of the week, the residue review subgroup met with
officials from three Departements and conducted site visits to aturkey slaughter
establishment, aturkey farm, a pork slaughter establishment, a swine farm, a
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veterinary pharmacy, and feed mills. An exit conference was held at the end of the
week, providing preliminary findings of the audit.

. Objectives of the Residue Program
The objectives of the French Residue Control Plan (RCP), in which samples are taken
in atargeted manner, are:
to detect the illegal administration of prohibited substances and the abusive
administration of authorized compounds;
to verify compliance of animal foodstuffs and those of animal origin with
legal requirements; and,
to determine the level of concentration of the environmental contaminants.

In addition, a statistically representative random control plan (Surveillance Plan)
provides for national evaluation of the level of contamination of products put onto the
market.

[I1.  Organization and Legal Authority
Organization

The assessment of food safety hazards is conducted by the French Agency for Food
Safety (Agence Francaise de Securite Sanitaire des Aliments -AFSSA) which isrun
under the supervision of the Minister of Health and Social Affairs, Minister of
Agriculture and Fisheries, and the Minister of Economy and Finance.

Control of hazards connected with physio-chemical and microbiological
characteristics in animal products is the responsibility of the Ministry of Agriculture
and Fisheries, which develops the regulations and controls their application. The
Ministry dedicates human, legal and financial resources to enforce regulations.

Programs pertaining to animal health and the safety of animal-derived human food
products are carried out by civil servants and State employees consisting of
specialized veterinarians (1000 veterinary inspectors), technicians and health agents
(3000 people) or agricultural engineers.

The central coordinating structure is the Food Safety Directorate (DGAL), based in
Paris.

The decentralized services are conducted by the Direction des Services Veterinaires
(DSV) based in each of the 100 Departements (States). The DSV supervises the
implementation of the regulations at the local level. They have administrative
authority to order withdrawal of foodstuffs considered unfit for human consumption
and to record and report violations of the law.

The National Brigade for Veterinary Inquiries and Veterinary Services (Brigade
Nationale d’ Enquetes Veterinaires et des Services Veterinaires) is manned by
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specialized agents and carries out investigations concerning veterinary prescription
matters and the prevention of the illegal use of growth enhancers.

Legal Authority

French regulations concerning the use of compounds in farming and the control of
chemical residuesin food are the following:

1. 1- Group A: prohibited compounds (defined in group A of Appendix | of
EU Directive 96/23 and including compounds having an anabolic effect and
non-authorized compounds)

1. 1. 1: Stilbenes/derivative/salts and esters/thyreostatics

The agricultura law of 1999 (which cancelled law n°84-609 of July 16, 1984)
totally bans the administration of thyreostatics, stilbenes and derivativesto al
types of animals, even for therapeutic reasons. Foodstuffs coming from
animals treated with these compounds are considered unfit for human
consumption (Decree n°71-636 dated July 21 1971/1% article of decree of July
15, 1982). Thislaw isaresult of the transposition of Directive 81/802/CEE.

The ministerial order of July 15, 1982 (enforcement order of the 1971 decree)
specifies that administration of compounds having a thyreostatic effect on a
food animal may be established, not only through any secreted or excreted
tissue but also through analysis of the food or through histological changesin
the thyroid.

The ministerial order of September 21, 1982 transposing the Directive 81/602,
bans storage with aview to sale, and aso the sale of stilbenes and derivatives
and of thyreostatics, when intended for use on animals whose meat or
meat-products are eaten by man.

1. 1. 2: Compounds having an anabolic effect

a) Steroids

The agricultural-orientated law of 1999 also bans the administration of
anabolic compounds to farm animals with the exception of drugs authorized
for sale (authorization de mise sur le march~ A.MM.) that are, except in
special cases, administered by a veterinarian.

Only afew specialty drugs are still authorized for therapeutic reasons.
The decree of November 22, 1984, modifying the decree of October 20, 1980

and enforcing the decree of 1971, specifies withdrawal from the market of
meat and offal coming from food animals having received anabolic steroids.
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b) Beta-agonists

The decree of May 22, 1980 specifies withdrawal from the market of meat and
offal coming from animals having received beta-adrenergic agonist
compounds that are either prohibited or illegally administered. Administration
of these compounds can be proven either through examination of tissue,
excrements or secretions, or through analysis of the food. The list of specialist
products authorized in France for therapeutic reasons, which include a
compound from the estrogen, progesterone and beta-agonist family, can be
found in Appendix I-A.

1. 1. 3: Compounds listed in Appendix IV of the regulation 2377/90 of June
26, 1980.

The objective of thisregulation isto establish alist of active agents that might
be included in the composition of veterinary drugs intended for food animals
and to establish limits, if necessary, to the acceptable residue levelsin order to
authorize their marketability. A list of compounds whose veterinary useis
prohibited in food animals can be found in Appendix IV of the said regulation.
The Nationa Veterinary Drug Agency controls the compliance of marketed
drugs with European community requirements.

1.2 - Group B: Restricted compounds (defined in group B of Appendix | of
EU Directive 96/23 and including veterinary drugs and environmental
contaminants).

While waiting for the European community to agree on maximum residue limitsin
contaminants specified in regulation n°315/93 of February 8, 1993, the following
texts are used as guidelines for market withdrawal of animal foodstuffsin France.

1.2. 1: Veterinary drugs

Order of November 20, 1980, enforcement of the decree of 1971. This decree
specifies the withdrawal from the market of meat coming from animals having
received prohibited anti-microbial or antiparasitic compounds or having had
them illegally administered.

1. 2. 2: Chemical components and mycotoxins

For heavy metals and for other mycotoxins, there are no established standards
in France, but recommendations are issued by the High Council of Public
Health in France. A draft standard with maximum levels of cadmium in offal
and meat is currently being examined.

1.2.3: Organochlorine, organophosphate, PCB, carbarmates and pyrethroid
compounds
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Other Directives have completed the Directive 88/363 establishing maximum
levels of pesticide residue.

The entirety of the community texts has been transposed into five ministerial
orders

Order of December 5, 1994

Order of November 22, 1995

Order of February 19, 1997

Order of September 8, 1998

Order of November 26, 1998.

Residue Plan Design, Review and Approval

The Food Safety Directorate (DGAL) designs two different residue control and
monitoring plans for meat and poultry during the course of each year: the
Surveillance Plan and the Residue Control Plan (RCP).

Surveillance Plan
Since 1999, France has initiated a Surveillance Plan that is a risk-based, statistical
sampling plan. In 2000, the scope of the National Surveillance Plan islimited to
monitoring steroids, beta-agonists and antimicrobial substances in bovine (300
samples each), chloramphenicol in porcine (300 samples), and sulfanomidesin
rabbits. In addition, France collects samples from third countries, including
monitoring antimicrobial substances and chloramphenicol in al red meat and poultry
species (320 and 110 samples, respectively), organochlorine pesticides in ovine (60
samples), and growth promotants in imported equine meat from the United States (30
samples). Each of these samples will be randomly sampled under these plans, which
are carried out during a 12-month period, i.e. July to June.

Residue Control Plan (RCP)

This plan addresses the European Commission’ s requirements for a targeted or
reinforced sampling approach to detect the use of illegal substances. The compound
classes and the minimum number of animals and animal products to be sampled are
defined in Appendix IV of Council Directive 96/23/EC for food animals and poultry.
The EC Directive provides the flexibility for individua member nations to add
specific compounds to their respective national residue programs, based on usein
country. They also allow countries to change compounds within the specified groups.
However, we did not observe any established French procedures, guidelines or
criteriafor including new (additional compounds) to or dropping existing compounds
from the RCP or addressing the control of veterinary drugs that are not approved for
use in a specific speciesin the United States. As an example, flunixin is a recently
approved drug for use in swine in Europe (MRL = 50 :g/kg in muscle). However,
flunixin is not approved for use in swine in the United States, which impacts the
accepted tolerance for detectable residues. Since thisdrug is not yet included in the
French residue plan, there cannot be assurances that there are no detectable residues
present in pork.
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The DGAL distributes the sampling based upon the tonnage of meat slaughtered in
each Departement and upon the type of production. Each Departement must
implement all the testing directed by the RCP. They do have the option of taking
additional samplesif they determine their local situation requiresit. The
Departements make the sampling plan for the slaughter establishments and farms
within their jurisdiction. This plan is carried out during the calendar year i.e. January
to December.

The sampling of the RCP is targeted to suspicious animals. In addition to criteria
provided in Council Directive 98/179/EC, DGAL is developing guidance for
inspectors to use for sampling animals for violative residues. Each Departement is
submitting criteriato DGAL, which is planning to develop national guidance for
inspectorsin al Departements.

Residue Plan Operations

Animal Identification

The mandatory identification system for cattle was initiated in 1998. The producer
receives preprinted ear tags, identifying the Departement where the farm is located,
the farm’s unique identification number and a permanent identification number that is
assigned to each individual calf. These ear tags are applied within the first 48 hours
following birth. The anima must have a*“passport” to move from one farm to another
or to go to slaughter. In addition, a Veterinary Information Certificate is required,
which transmit animal health records including drug treatments. The cost of the
animal identification system is borne by the farmer and it is their responsibility to
properly identify their animals and submit the information to the national database.

The identification system for swine enables trace back from the slaughter
establishment to the farm. Though an individual identification number is not
required, the farm that was visited used individual ear tags to identify the animals.
Thisinternal record keeping system at the farm enables verification of the drug
treatments for the animals that are marketed.

Through the recently implemented requirement to transfer drug treatment records to
the dlaughter establishment when poultry are presented for slaughter, the birds are
identified as a flock from an individual farm.

A. Departement 56, M or bihan

Upon receiving the 2000 residue sampling plan from DGAL in March of this year,
DSV 56 scheduled the targeted number of samples for different slaughterhouses,
based on the production. Sample collection was initiated in April 2000 and will be
completed at the end of October. Sampling is suspended at the end of October to
enable sufficient time to summarize and submit the resultsto DGAL in atimely
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manner. Further, the DSV prefers not to administer the sampling of the RCP and the
surveillance plan at the same time, even though the Surveillance Plan islimited to
only afew species (beef, pork and rabbits) for 2000. The samples for the surveillance
plan are scheduled to be taken between November and February. Though DSV
inspectors have the authority to sample any animal/carcass believed to be violative,
there were no suspect samples taken in the period of January to April 2000 at the
slaughter establishment visited.

During 1999, DSV 56 reported four positive results for illegal levels of residues,
including 2 chloramphenicol violations in turkeys. There were significant delays in
reporting these analyses from both the routine laboratory and the Reference
Laboratory. Samples were collected on November 5, 1999, and were received by the
|aboratory on December 7, 1999. The results of the analysis indicated the presence of
chloramphenicol, though the date these tests were run was not documented.
Confirmation samples were received by the Reference Laboratory on June 28, 2000
and analyzed on July 6. On August 3, 2000, a letter was delivered from the
laboratory to DSV 56 that questioned the integrity of the sample due to potential
contamination during sample preparation. In the meantime, even though there had
been atotal of 11 chloramphenicol violations across all speciesin France in 1999,
additional samples were not taken during this time period. Nor isthere an indication
that sampling was increased for the 2000 RCP for chloramphenicol, though the
Surveillance Plan included 300 chloramphenicol samples for porcine.

In response to an antibiotic violation, DSV 56 notifies the veterinarian at the slaughter
establishment in writing so that additional sample(s) may be selected from flocks
from the same farm. In addition, the veterinarian, as well as the producer at the farm
where the animal was raised is notified. In the casein question, the farm wasin a
different Departement, which was notified so that the follow-up action on the farm
could be done. However there is no National system that notifies all Departements of
violations at thistime. Lack of communication among Departements, even though
animals are free to move throughout the country, enables the producer to potentially
present animals at different slaughter establishments to avoid penalty.

A. On-farm Activities

The turkey farm that was visited had 10,600 birds, of which about half were male.
The poults are one day old when received by the farm. Vaccinations for several
diseases are given prior to leaving the hatchery and again at the farm. Antibiotics,
which are normally administered through the water, are given during the first two and
a half days at the farm and after that only if there is an outbreak of disease. No
medications are administered through the feed. The females are sent to slaughter at
about 13-14 weeks of age and the males at about 20 weeks.

The procedures for controlling drugs were rudimentary but effective because of the
one-person operation. The farmer maintained records of drugs used and the
withdrawal times and dates when birds could be safely sent for daughter. Copies of
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the records were provided to the slaughter establishment prior to slaughtering the
flock. Drugs were not locked up, but were centrally located. A spring scale was used
to weigh the drugs that were added to water. While not optimal, it provided an
adequate measure of accuracy.

A private veterinarian dispensed all drugs used on this farm. Prior to selecting an
antibiotic for treating a disease condition, birds are sampled to determine the most
effective drug. The veterinarian also has the authority to write a prescription for the
farmer to procure drugs from a pharmacy.

Veterinarians also have the authority to provide pesticides. Pesticides at thisfarm are
provided by the private veterinarian, but are available over-the-counter (OTC). The
only pesticide used on this farm was an insecticide that was only used between flocks
of bird.

Thelocal veterinarian, as well as the poultry company technical representatives,
provides the farmer with educational materials and training on the proper use of
animal drugs and pesticides. Specia training sessions are conducted when new
diseases are identified. Thisfarmer received 1 %2 years of technical training in an
Agricultura program, which included guidance for drug use, prior to beginning
turkey production. Though the audit team requested copies of the educational
materials available from government programs, none was provided.

This farm has never had a drug residue violation in any of the turkeys it had sent to
dlaughter. The most recent on-farm inspection for illegal compounds wasin 1998 and
there was no violations detected.

Slaughter Establishment Activities

According to arecent regulatory change, poultry producers are now required to send a
copy of their drug treatment records to the slaughter establishment two days prior to
shipping their flocks to slaughter. This will enable the DSV veterinarians to assess the
acceptability of the flock for dlaughter. However, the production history information
accompanied the turkeys arriving at the plant that was visited. The process for
transmitting information on the birds is still being refined, since the regulation had
just taken effect in September 2000. The requirement for submitting production
history on animals being sent to slaughter only appliesto poultry at this time.

Upon arrival at the turkey slaughter establishment, the name of the farm, name of
owner, producer, the trucker, number of birds, and individual identification numbers,
if used are recorded by the DSV veterinarian for every shipment arriving for
dlaughter. In this establishment, the veterinarian has alocal system that records any
reported residue violations from previous flocks. These records, as well as the
treatment history records are reviewed to determine if the producers had any previous
violations or recent treatment of drugs. If aproducer has had a previous violation,
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100% of the birds are sampled and 10% of these samples are analyzed. If any are
positive, then the laboratory analyzes every sample.

According to established procedures, the DSV veterinarian collects duplicate sets for
each requested sample, which are placed in plastic bags and identified with the
printed labels. The bags are sealed by the label or by staples. A color-coded system
identifying the type of analyses to be performed at the laboratory is used to help
reduce error.

The sample bags are immediately stored in arefrigerator in the inspection office,
though neither the office, nor the storage case islocked. The location of the officein
a high-traffic area with multiple inspection officials moving through the office
minimizes the potential for tampering with the sample. Laboratory officials transport
samples to the laboratory approximately 90% of the time. Otherwise, the DSV
inspector or someone delivers the samples from the Departement in person.
Normally, samples do not get to the lab the same day they were collected.

Departement 22: CTESD’ ARMOR

The 2000 RCP plan was received from DGAL in late January. The Departement
assigned the targeted sample numbers to the slaughter establishments and farms,
based on the volume of production, and sample collection wasinitiated in March. As
was the case in DSV 56, sampling is suspended in October so that the results can be
submitted to DGAL ontime. Aswell, the time period for sample collection under the
RCP is separate from the sample collection under the Surveillance Plan, which is
scheduled for November through February. The French officials had little or no
concern regarding the lack of sampling under the RCP for 5 months out of the year
because the DSV inspector has the right to collect samples from suspicious animals,
though there was no evidence that any additional samples were collected.

It was revealed that no samples have been collected at the farm level, due to an
animal hedlth crisis that has kept the DSV veterinarians occupied. The Director of
the Departement had notified DGAL of this staffing issue and projected that samples
would be collected from 6 farms within the Departement before the end of the year.

A. On-farm Activities

The swine farm that was visited was afarrow to finish operation, that is part of alarge
co-operative that provides veterinarian oversight and technical guidance to maximize
the production performance of the operation. The co-operative has a pre-approved
production program that alows farm employees to make decisions regarding the
veterinary drug treatment of animals, under certain clearly defined criteria. Drugs
used in these production programs can be prescribed electronically through the co-
operative.

Overall procedures are adequate to control the administration of veterinary drugsin
the treatment of the animals. The producer was thoroughly familiar with the
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operation and demonstrated use of the records he is required to maintain. Prescription
and medication records were maintained in an organized manner. Employees are
specialized in dedicated areas of production to avoid errors in administering drugs.

All drugs were stored in a separate room, either in arefrigerator or storage cabinet,
depending upon the specific requirements of the respective drugs. The area was not
secure. The farmer indicated that only three people were authorized to handle

medi cations, however, there was no drug inventory system that would track drug
purchases and use.

The medicated feeds used at this farm primarily are purchased from afeed mill,
though some small amounts are manually mixed on the farm, when needed.

B. Slaughter Establishment Activities

The number of samples collected at the slaughter establishment visited was consistent
with the plan generated by the Departement, following the prescribed procedures.
However, at the establishment visited, sample selection is always done in the
morning, so that paper work can be completed in the afternoon. Further, sampling is
clustered to one day each month, with a general trend to complete this during the first
part of the month. Though “Reinforced” samples were taken as additional
enforcement resulting from reported positive results under the 1999 RCP, there was
no evidence that samples were collected based on evidence that illegal drugs were
being used.

Samples are maintained frozen in the establishment until transported to the |aboratory
once amonth by atechnician. Though the storage unit is located in the inspection
offices, there are no locks to ensure sample security. Once samples are received at
the laboratory, there is an extended time |apse between receiving the sample and
reporting results.  As an example, a sample was submitted to the laboratory for
analysis of clenbuterol on October 8, 1999. The sample was received at the
laboratory on October 26 and the presumptive positive results from the analysis were
reported December 10. The National laboratory confirmed this on March 6, 2000.
DSV 22 did notify the National Brigade when the first laboratory reported the
potential positive. Though requested, the outcome of this notification, the resulting
investigation and evidence of subsequent increased sampling was not provided to the
audit team. The significant delays in reporting the results, from both the local as well
as the National laboratory is of concern.

Departement 35 Ille-et-Vilaine

A. General
On September 9, 1999, a new regulation was passed which expanded the authority for
DSV inspectors to go on farm to sample feeds, in addition to the livestock for the
presence of illegal pharmaceuticals.
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In addition, all feed mills must now have an agreement with the DSV in order to
operate, which is produced as a result of the Departement’ s inspection of the facilities
and operating protocol. One veterinarian and one technician in the Departement are
assigned to conduct feed mill inspections. These individuals received specialized
training in animal feed production. Departement 35 has 26 animal feed
manufacturers though not all of them produce medicated feeds.

Departement 35 was asked by DGAL to develop a prototype of a new quality
assurance program to evaluate animal feed manufacturing facilities, which is now
being tested. If successful, the program will be expanded to all Departementsin
France. Risk factorsthat are being used to determine inspection criteria are:

Quantity of product produced

Type of product produced (raw material used)

Risk management practices in place (physical and paper controls)

History of the feed manufacturing facility

The outcome of this program will enable the Departement to focus their resources,
through more frequent inspections of feed manufacturing facilities that have a higher
total of risk factors.

. Veterinary clinic:

Using guidance from the Ministry, the DSV organizes inspections of private
veterinarians in the field that dispense medicines to livestock intended for slaughter.
Only veterinary inspectors conduct inspections of veterinary pharmacies. However, a
chemist from the Ministry of Health may accompany the inspection team.

The veterinary clinic visited was a mixed practice for both large and small animals.
The large animal practice is predominantly working with local dairy farms,
prescribing drugs, certifying veterinary drug treatments when animals are presented
for daughter and disposing of diseased animals. Prescriptions are generally written
for specific disease situations in quantities sufficient to treat the individual animal or
herd, depending on the disease. Any remaining drug is the property of the farmer.
Diseased animals not responding to treatment may not be sent to slaughter but must
be euthanized on the farm. Carcasses of diseased animals are picked up at the farm
and incinerated at government expense.

Extra-Label Use of animal drugsis an unusual occurrence, primarily because
approved animal drugs are available for most disease conditions in most species. At
the clinic that was visited, the veterinarian indicated that drugs had been prescribed
outside the intended use on the label about 4 or 5 times during the year. In these
cases, the animal drug manufacturer or distributor was consulted regarding any
information on withdrawal terms. Thiswas in-spite of the fact that thereis a EU
requirement for a minimum 28-day withdrawal time for drugs used in an extra-label
manner, which at the time of this audit, had not been transposed into French law.
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During 1999, this Departement had three cases involving theillegal distribution of
animal drugs. Six veterinarians, one pharmacist and one distributor were implicated.
So far in 2000 they have had three case involving three pharmacies. The principal
violations have been distributing animal drugs without a valid veterinarian-client-
patient relationship and selling drugs without avalid prescription. Typical penalties
are jail sentences for infractions involving Group A compounds (growth promotants)
and fines for those infractions involving antibiotics.

Farms which have submitted an animal with an illegal drug residue are placed on a
“violators list” for twelve months or until they have submitted two groups of animals
with no illegal residues. During the follow-up sampling, carcasses are not held if
there are no clinical signs of drug use or animal disease. If there are clinical signs of
drug use or animal disease, the carcass is held until the results of the analyses are
obtained.

C. Commercial Feed Mill:

Guidelines are available for assuring homogeneity of product and avoiding cross
contamination. Feed manufacturers are required to maintain records on all products
produced, as well as keeping a sample for every delivery to customers. A
veterinarian must prescribe any drugs used in medicated feed. Each feed
manufacturing facility isrequired to conduct at least one analysis per year to verify
that feed is being mixed according to product specifications.

The feed mill that was visited is part of a co-operative that provides feed to
approximately 1600 farms, primarily swine and poultry. Only about 10% of the feed
produced at this feed mill contains animal drugs. There are six private veterinarians
on staff that provide service to the farmers within the co-operative. All prescriptions
are maintained on a computerized database, which has restricted use through two
levels of control. Each veterinarian has their own code for entering prescriptions,
which are transmitted electronically to the farm, as well as to production of the feed.
The computer automatically verifies compatibility of the sequencing of the feeds
being mixed to ensure the order is acceptable. Thelocal veterinarian at the farm
validates the prescription, though there are no oversight controls regarding the use of
the medicated feeds.

During the Departement audit, the DSV veterinarian verifies the controls of the
system by selecting afew prescriptions that are tracked physically through the
computer and actual use in the plant. Favorable results from the most recent audit of
this feed mill were shared with the audit team.

Pre-mixed micro-ingredients

The company visited provides the micro-ingredients for other animal feed
manufacturers. They manufacture approximately 25,000 tons of ingredients each
year, which supports the manufacture of 3.3 million tons of animal feeds. Very
modern plant built in 1992 and began production in 1993. Their production systems
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are |SO 9001 certified. Approximately 20% of their production is exported to
countries outside of the EU

Enforcement Action

When the National |aboratory confirms a potential positive result, the DSV where the
sample was taken notifies only the Departement where the animal originated, rather
than al Departements. This limits the ability of the DSV to take appropriate
“reinforced” or additional samples, especialy since producers are free to send
animals to any slaughter establishment. Departement 35 is testing a newly devel oped
National database that will provide the DSV access to violators.

If the violation is from an authorized substance, the DSV will carry out an
investigation. Information, such as date of treatment, products used, coordination
between the producer and the veterinarian providing the substances and the origin of
the treatment, is collected to determine the reasons for the non-compliance. The intent
isto make the producer more aware of his or her responsibility concerning residuesin
food products, relying on the loss of money resulting from condemnation of the
carcass as the primary deterrent. Further, the producer will be considered a suspect
and additional samples will be collected at the slaughter establishment. Carcasses
will be detained pending the results.

If the violation results from an unauthorized substance, immediate notification is
given to the National Brigade for Veterinary Inquiries and Veterinary Services so that
an official investigation can be organized. An investigation at the farmisinitiated to
determine the origin of the substance and future lots either at the farm or those
presented for slaughter are subjected to increased testing. Generaly, 100% of the
animals are sampled, with 10% of the samples being analyzed. If any of these
samples are confirmed positive, then all the samples are analyzed. A positive finding
results in the destruction of the animal (carcass).

In the case of the chloramphenicol violations detected during 1999, the National
Brigade was notified in June 2000. Details of this investigation could not be shared at
the time of the audit, since thisis an active investigation at this time.

V. Findings and Recommendations

Organization and Legal Authority

The organizationa structure in France shifts the responsibility for implementation of the
residue control program to the DSV in the different Departements, which does not
facilitate a uniform and consistent approach to controlling residues.

Communication among Departements is limited, even though animals are free to move
throughout the country. Though notification is provided in writing to the Departements
where the animals originate when violations occur, there is no National notification in
place to keep other Departements informed of problems.
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Residue Plan Design
- Design of the RCP is consistent with the provisions of Council Directive
96/23/EC, supporting a focused, targeted approach for detecting the use of
prohibited growth promotants.

There is no apparent systematic approach, rational or criteriafor selecting
veterinary drugs or other compounds to be included in the RCP. Excessive
violations of prohibited compounds do not impact the level of testing in the
RCP.

There is an overall lack of awareness of new drug approvals within the
European Community and the relationship to U.S. drug approvals. If adrugis
used outside the scope of the approval in the U.S,, there should be no
detectable levels of the drug in edible tissue.

Residue Plan Operations

- Diversion of resources of the Departement veterinary services for on-farm sampling due
to BSE isapotentia concern, since no sampling had been performed in one of the
Departements visited.

Though the targeted number of samples was collected, sampling was not evenly
distributed throughout the year, which is not in accordance with the provisions of Council
Directive 96/23/EC. The 2000 RCP from DGAL was delayed in distribution to the DSV,
which delayed the local sample collection schedules. In each Departements visited,
sample collection is suspended in October to enable time to summarize resultsin time for
atimely submission to DGAL, and subsequently to the EC. The failure to take samples
throughout the entire year is a significant weakness in the French residue control
program. Throughout the year, normal appearing animals can have violative levels of
antibiotic or other chemical residues.

The DSV prefers not to administer the Surveillance Plan and the RCP at the same time.
Surveillance plan samples are collected at the end of the year, rather than distributed
through the year. Though in-plant inspectors have the option to select samples outside the
scheduled sampling period, no additional sampling was evidenced under either plan.

In general, in-plant sampling is performed adequately, although the security of the
samples stored in the slaughter establishments that were visited was questionable in
regards to preventing possible tampering.

Significant delays in reporting the results from both routine and reference laboratories
impacts the ability for appropriate follow up action to be taken in atimely fashion. Asa
result, no follow up sampling/on-farm investigation was initiated in the Departements
visited for this potential violation of a prohibited compound (chloramphenicol). Further,
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the lack of knowledge that there are chloramphenicol violations occurring in other
regions of France weakens the effectiveness of the residue program.

Enforcement

Reinforced (intensified) sampling when violations occur is inconsistent between
Departements.

If aprohibited substance is detected, requirement to analyze 3
additional samplesisasignificant hurdle for regulatory action.

Laboratory Program Audits
General Observations

Approximately 27 Department laboratories in the French residue control plan specialize in
specific analyses. These laboratories generally perform routine screening methods and
occasionally confirm positive samples found by other departmental laboratories.

Three National Reference Laboratories support the Department laboratories:

Laboratoire d’ Etudes et de Rechereches en Hygiene et Qualite des Aliments (LERHQA)
or the Laboratory for Studies and Research on Hygiene and Quality of Foods, located in
Paris, is alaboratory of the French Agency for Food Safety (AFSSA). Analytes of

interest at LERHQA are B3s, heavy metals, PCBs, Organophosphates, Organochlorines

Laboratoires d’ etudies et de recherches sur les Medicaments Veterinaires et les
Desinfectants (LERMV D) is located in Fougeres. It also is alaboratory of the French
Agency for Food Safety and specializesin analytes A6, B1, and B2a, b, ¢, d and e.

The laboratory in the Ecole Nationale Veterinaire de Nantes (LDH-NRL) is under the
directed of Francois Andre. It specializesin anabolic steroids, corticosteroids, beta-
agonists and thyreostats.

The team reviewed two National Reference Laboratories, LERHQA in Paris and the LDH-
LNR in Nantes, and two Department laboratories, #35 in Rennes and #19 in Tulle. All
|aboratories reviewed obtained accreditation for some of their programs under COFRAC, the
French accrediting organization following EN45001.

NRL's are responsible for method devel opment, method training for the Department
laboratories, maintaining proficiency testing programs, and confirming positives from other
laboratories. The Ministry of Agriculture and Fisheries contracts with the Department
|aboratories to perform specific analyses and specifies the number of samples to be analyzed
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by each laboratory under the national control plan. Additional samples may be analyzed for
enforcement cases.

The laboratories are paid on an analysis basis and have two months after sample receipt to
report the results of an analysisto the local veterinary unit and the Ministry of Agriculture
and Fisheries. The government has recently developed this system, and staff is still
developing processes and procedures within the Ministry.

REVIEW OBSERVATIONS

Laboratory for Studies and Resear ch on Hygiene and Quality of Foods, Paris

The team reviewed the LERHQA laboratory in Paris on the morning of October 16, 2000.
The unit responsible for the analyses of interest is the Environmental Contaminants Unit,
headed by J.M. Fremy. It has three sections: Heavy Metals, Organic Pollutants and
Pesticides, and Artificial Radionuclides. The Quality Assurance Director is Helen Lelievre,
who performs one audit per year. Section heads manage technical audits. The QA Manual
was developed in 1991, and the laboratory received its first accreditation in 1994. The most
recent accreditation was attained in 1999.

LERHQA participates in proficiency tests conducted by other European Union countries and
manages a proficiency testing program of local or routine laboratories. LERHQA obtains
reference materials from the EU and uses these as blinds in ayearly proficiency test of its
analysts. The team reviewed a LERHQA proficiency test report for the routine laboratory
located in Tulle. The report discussed the performance of each participant and appeared to
be thorough.

Methods are validated following 1SO-5725. Prior to the inclusion of a method or series of
anaytes in the residue control plan, Ministry of Agriculture and Fisheries conducts a
monitoring survey to test the sample collection and analysis procedures.

The Organic Pollutants and Pesticides section has a staff of five and uses one method for the
analysis of 15 organochlorines, seven PCBs, and six pyrithroids. LERHQA laboratory held a
training session last September for four analysts from the Department laboratories for the OP
method. The laboratory is accredited by COFRAC for pesticide analyses.

However, the laboratory had not received any samples for OP confirmation.
Organophosphate pesticide analyses performed by the laboratory were for a“full meal” study
in 1998. Ten organophosphates were analyzed in OP method. Both solids and liquid were
analyzed. Recoveriesranged from 45 to 90%. The Limit of Quantitation was ten times the
Limit of Detection and ranged from 315 ppb oxydemithon in ‘solids’ to 0.7 ppb for parathion
in solids. Other analytes included procymidone, acephate, methamediphos. Approximately
100 samples were analyzed over a period of ayear by GC/MS. Samples were split, and one
was fortified with all analytes of interest to determine recovery. An internal standard,
malathion, was added to the extract. The laboratory does not have a fully validated method
for the OP’'s and may not fully validate the method until it receives suspected positives for
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confirmation. Reference materias, reference standards were traceable. Solvents were not
|abeled and could not be traced.

In 1999, the LERHQA laboratory conducted confirmatory tests on 44 OC and PCB samples.
It conducts a proficiency test of the routine labs on these compounds every two years.
Results of the proficiency tests are reported to the Ministry of Agriculture and Fisheries, and
LERHQA staff did not know whether the Ministry followed up on the results. The
representative of the Ministry who was present at the review meeting stated that her
colleague at the Ministry would know what follow-up was performed. (In subsequent
discussion later in the evaluation with the other individual from the Ministry, it was learned
that while the Ministry receives the results, there were no procedures in effect at the time of
the audit for evaluating the information and for taking corrective action on problems.)

The Heavy Metal section has a staff of six. The laboratory is seeking accreditation for heavy
metals. The laboratory analyzes heavy metasin fish, meat and milk. The laboratory
validates each method for each species and matrix. The levels (depend on the validation data
for each species and matrix). All levelsare at or below EU criteria. Confidence levels
(COV's), probability and specificity for each assay are determined by validation data. A
recovery and blank are analyzed with each set. The recovery and blank must meet
requirements determined by the method validation. Datais saved on paper and electronically
(the lab does not have a LIMYS). All samples have a unique 1D, and sample and standard
storage areas are separate. Standards are prepared with each set with CRM's. All results are
reviewed by one of three specific people (+ and -). The team reviewed a sample report for a
positive lead sample but did not have time to see supporting raw data.

Departmental Laboratory (#35) in Rennes

The team reviewed the Rennes (#35) laboratory on the morning of October 17, 2000. The
laboratory analyzes all A2 samples collected in France and some of the samples collected for
chloramphenicols, antibiotics, sulfonamides, avermectines, and benzimidazoles. The
laboratory is accredited for chloramphenicols and sulfonamides.

The laboratory unit performing the analyses for the control plan has a staff of five, four of
whom are technicians. The head had a degree in agronomy.

FSIS had audited the Rennes laboratory was in 1998 and observed that the laboratory was too
small for the number of individuals working init. At that time, laboratory personnel assured
FSIS that a new laboratory would be built. This has not been done, and the same problems
remain. Laboratory management again stated that additional temporary laboratory space
would be available by the spring of 2001, and a new permanent laboratory would be built
within three years. There was no evidence of any preparation for construction, and the
completion of data by spring 2001 is questionable.

The laboratory has only one weighing area for standards and samples. The possibility of
cross-contamination from preparing standards and samplesisaconcern. The NRL in
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Fougeres had claimed that some chloramphenicol samples had been contaminated. No
follow-up was performed on these two samples for this reason. At the exit conference the
review team requested a copy of areport describing why the Fougeres laboratory decided
there was cross-contamination. The report was not yet available at the time of the writing of
thisreview.

The Rennes laboratory also received of the most control plan samples between September
and November. Because too many samples are to be analyzed in a short time frame, the
laboratory could not meet the two-month reporting deadline. In addition, with further delays
by the NRL in confirming positive samples, many results were not completed for up to 5 or
more months after a sample was collected.

Inspectors do not submit samples until they have approximately 20 samples to send to the
laboratory. Due to the prolonged period between sample collection and confirmation of a
positive result, the team is concerned that contaminants may have degraded in the samples
below detection limits before the analysis process could be completed.

For example, the Rennes |aboratory uses a screening method validated by the NRL in
Fougeres for chloramphenicol (see above). Positive samples are confirmed by Fougeres. In
reviewing some positive anayses, the review team observed that the two-month reporting
requirement was exceeded. A sample received in April was not completely analyzed until
September. The positive sample was then sent to the Fougeres NRL in October. Reportedly,
the laboratory experienced scheduling problems in May and June, due to alarge influx of fish
samples. The fish samples took priority and had to be analyzed immediately.

The current screening method for chlorampenicol is an HPLC method with areported limit
of detection of 1 ppb. A new method is expected next year. The calibration curve for muscle
ranges from 5 to 50 ppb, and each set contains arecovery spike at 10 ppb. The laboratory
has a high rate of false positives because it errs on the side of protection. The retention time
window is broad, which may account for the high rate of false positives and the number of
confirmations requested. The documentation of a positive was reviewed, and the reported
positive was observed. Staff was able to find the documentation on specific samples when
requested.

Rennes laboratory is reportedly required to participate in proficiency testing programs
conducted by the NRL’s. However, at the time of this October 17, 2000 review, the Nantes
NRL had not yet provided areport to the Rennes laboratory on its level of performancein a
November 1999 proficiency test for thyreostats. Thisinformation isto be discussed at a
yearly meeting of the laboratories.

Rennes laboratory uses computer-generated labels to identify samples and extracts. Multi-
labels are printed for each sample and used on the sample, on report forms, etc. The
laboratory has a reasonable system in place to ensure that samples are properly labeled with
the laboratory’ s individual sample number. Samples received by the laboratory appeared to
be labeled and did not contain a seal or other device to ensure that the sample could not
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tampered with enroute or awaiting shipment. The samples observed in the laboratory were in
aplastic bag similar to a“zip lock” bag.

Ecole Nationale Veterinaire (LDH-NRL) in Nantes

The review team visited the AFSSA-LERHQA laboratory in Nantes, directed by Francois
Andre, on the afternoon of October 17, 2000. The laboratory is a university research
laboratory, which also contracts with the French government to perform work asaNRL. The
laboratory has had thisrole since 1989. It has a staff of six chemists, eight technicians and as
many as five graduate students. It was accredited in 1995 by COFRAC, which audits every
18 months.

The laboratory is well equipped with one GC-C-IRMS, eight quadruple MS (6 GC-MS, one
LC/GC-MS, 1 LC-MSMYS), three Mass Spectrometers and one GC-MS-MS. Approximately
15% of staff time is spent on confirming positives, 30% on research, and 25% on method
development. The remaining staff time is spent on reference assays, ring tests, training, and
interacting with the Ministry of Agriculture and Fisheries.

The Nantes laboratory is currently developing a method for quantitation of 15 corticosteroids
at the 0.1 ppb level in meat using negative ionization LC-MS-MS. The current EU validation
procedure was used. Internal standards were added prior to extraction and prior to
instrumental analysis. Arrangements were made to obtain incurred samples, and these and a
number of other samples were analyzed. To further test the procedure, another analyst in the
laboratory ran the method. The graduate student developing the method also identified
critical steps in the procedure that may present some difficulties for the routine labs. The
process used to develop this method was highly systematic and well planned.

In transferring a method to the Department labs, training sessions are conducted in Nantes.
Proficiency tests are conducted to evaluate laboratories performance and to detect problems
with the method.

An anabolic steroids proficiency test was conducted in July and indicated a method problem.
Several laboratories, including the Nantes NRL, failed to successfully detect zeranol.
Although many growth-promotant substances are included in this method, Taeranol, an
isomer of zeranol, is not now within the capability of the method, and this compound is not
included in the French National Residue Control Program. There may be concern with using
methods in the residue control program prior to a successful ring test by the routine labs.

Proficiency test results are generally reported by telephone. According to notes, proficiency
test results were discussed over the telephone with the Rennes laboratory, which had reported
that proficiency test results were not received. A meeting to discuss these proficiency test
results was delayed, reportedly because the study organizer was in a motorcycle accident. A
recommendation was made to formally document the results in a report for the participating
laboratories. This should be completed shortly after results have been received and

reviewed.
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The results of proficiency studies are also forwarded to the Ministry of Agriculture.
However, the Ministry of Agriculture does not follow up on the results of ring or proficiency
tests. Corrective action procedures do not exist for laboratories demonstrating unacceptable
performance. The Ministry of Agriculture needs to develop a procedure to ensure
consistency in performance and evaluation of the laboratories. (The Ministry of Agriculture
staff did claim that such procedures would be developed in the future.)

Analyst training documentation was observed. Most analysts did not have to go through the
analyst certification/training as described in the training Standard Operating Procedure
(SOP). The analysts were trained on the assay prior to the beginning of the accreditation
requirement and were “ grandfathered” as being competent in the analyses.

Departmental Laboratory #19in Tulle

The team reviewed Departmental laboratory (#19) in Tulle during the afternoon of October
18 and the day of October 19, 2000. The team was impressed with the Tulle laboratory's
facilities and the in-depth knowledge the director had of its Quality Assurance program,
especialy since he had been the laboratory director for only one year.

COFRAC accreditations have been obtained for microbiology, serology, water, antibiotics,
beta-agonists, and hormones. An additional certification for radio nuclidesis being
considered. The laboratory analyzes samples for stilbenes, steroids, beta-agonists, some
antibiotics, pryrethroids, heavy metals, OP's, OC's, and PCBs. While thereis a staff of 38,
only about five conduct the analyses of interest on severa hundred samples per year. The
laboratory performs work for the Federal and local governments and performs animal
autopsies for private clients.

The Tulle laboratory was built in 1995 and was well designed. The floor plan follows the
sample analysis process, areas are well separated to prevent cross-contamination. Sample
information is entered into a database upon receipt (Note: samples observed in the
laboratories did not contain custody seals). The local veterinarian collecting the sample
indicates the analyses to be performed on hig/her sample collection form. Thisform
accompanies the sample to the lab. The laboratory assigns an internal sample number.
Computer generated labels and forms were used to ensure that samples retained their
integrity and that all procedures and results are documented. The documentation was present
in two locations, with the secretary and aso in the laboratory staff offices. Documentation
was well organized, and staff could easily find results for the samples reviewed.

The team reviewed proficiency testing data for pesticides and heavy metals, which is
reviewed by the QA Director. All proficiency test data reviewed had acceptable results.
Similar to the report of the staff at the laboratory in Rennes, the Tulle staff also said they had
not received results of aring test conducted by the Nantes NRL |aboratory in November of
1999.

For multi-residue methods, the Tulle laboratory considers a 60% recovery adequate for the
OP's. Results are recovery corrected. For OP's, if a sample is determined to have residues at
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the MRL, the sampleis sent for confirmation. For OC's, samples are confirmed if levels are
50% of the MRL. Both methods use internal standards.

The team reviewed and confirmed the documentation and results of two clenbuterol positive
samples (19991129-23257-78322 and 19991129-23257-78323, KBET 638, KERMENE,
sampled on 8/19/99). From the notes on the inspector collection forms, the animals were
selected because of their unusual size. The Ministry was asked to provide information on its
response to these positives.

Observations

The Tulle laboratory observed the same pattern for receiving most samples for the control
plan between September and November.

Taleranol was not included in the steroid method.

Antibiotics were only analyzed in muscle (not in liver or kidney, where they are expected
to be retained for alonger period of time).

Pencil is often used to document analytical results. Corrections are made using whiteout
or erasures. The lab does not have a procedure for correction of analytical results. A
recommendation was made to develop a standard operating procedure for the
documentation and modification of raw data.

Analyst training was inconsistent. A uniform analyst training procedure was
recommended to be developed.

A slow turn around time was observed for confirmation of results from other labs.

ENTRANCE MEETING

On October 16, 2000, an entrance meeting with European Union (EU) and French
government officials was held at the Brussels offices of the EU, Director General, Health and
Consumer Protection (EUHCP). This meeting was coordinated by Dr.J.Nymand-
Christensen, Head, Unit E3-International Food, Veterinary and Phytosanitaryr of EUHCP).
Also attending were Dr. Niall Gerlitz, and Dr.Agnes Ajour Veterinary Inspectors, EU,
Dublin; Dr. Joroi Serrotosa, Veterinary Residue-D3; Dr.Paolo Drosiby, Int.Sanitary and
Phytosanitary-Unit E3; and Dr.Jean Charles Cavitte, Veternary biological Risk Unit F5 of the
EUHCP, Dr.Alain Dehove, Head of Multilateral Agreement Section, Ministry of Agriculture
and Fisheries of the France (MAF-DGAL).

The U.S. delegation was led by Mr. Donald Smart, Director, Review Staff and Dr. Suresh
Singh, Lead Auditor, Food Safety Inspection Service (FSIS). Also attending from FSIS were
Dr. Michael Hoffman, Chemist; Chemist; Ms. Mary Stanley, Food Technologist; Ms.
Melinda Sallyards, Agriculture Attaché, represented the U.S. EU Mission.

Topics of discussion included the following:

Welcome by EU and-France and explanation of the EU meat inspection
system.
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Overview of the EU and French National Residue Program database.
Discussion of the previous audit report and team audit concept.

Subsequent to that meeting, the USDA team divided into three subgroups and pursued their
individual audit goals.

INSPECTION PROGRAM AUDIT

Purpose

The purpose of this portion of the audit was to evaluate the French inspection system controls
over establishments certified for export to the United States.

M ethod and Scope

This audit consisted of establishment record reviews and on-site visits to selected
establishments.

Headquarters

There had been no changes in the organizational structure or upper levels of inspection
staffing since the last U.S. audit of the French inspection system in May 1999 except the
retirement of Dr. Bernard Vallat, Chief Veterinary Officer (CVO) of MAF-DGAL of France
and appointment of Dr.Isabella Chmitelin for the position and creation of inspection
coordination unit at central and regiona levels which is discussed in this report in
Government Oversight section. To gain an accurate overview of the effectiveness of
inspection controls, FSIS requested that the Veterinary inspection officials who normally
conduct monthly supervisory reviews and/or audits for compliance with U.S. import
requirements lead the audits of the individual establishments. The FSIS auditor (hereinafter
called “the auditor”) observed and evaluated the process.

The auditor conducted a review of inspection system documents pertaining to the
establishments. The records review focused primarily on food safety hazards and included
the following:

Internal review reports

Inspection visits to establishments that were certified for export to the U.S.

Records such as generic labels and animal raising claims

New system implementation documents such as laws, regulations, notices, directives
and policy guidelines

Pathogen reduction and other food safety initiatives such as SSOP's, HACCP
programs generic E. coli testing and Salmonella testing

Sanitation, slaughter and processing inspection procedures and standards

Control of products from livestock with conditions such as tuberculosis and
cysticercosis, control of inedible and condemned materials, and veterinary coverage
Export product inspection and control including export certificates
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Enforcement records including examples of criminal prosecution, consumer
complaints, recalls, and seizures; control of noncompliant product; and withholding,
suspending, or withdrawing inspection from certified establishments that export to the
United States

Government Oversight

All inspection service veterinarians and inspectors in establishments certified by France as
eligible to export meat products to the United States were full-time Veterinary Inspection
employees of the Ministry of Agriculture and Fisheries (MAF), receiving no remuneration
from either industry or establishment. There was no permanent government inspector present
all the time at the processing and canning establishments in France. Veterinary Food
inspectors of MAF visit and inspect as needed in al processing and canning establishments
and must visit and inspect when there is export activity to the United States. Inspection
supervision was not required monthly but when needed.

Recently a central and regional coordinators are appointed within MAF to coordinate and
correlate HACCP and microbiological testing and other food inspection activitiesin all
exporting meat and poultry establishments.

Establishment Audits

During the on-site establishment visits, FSIS evaluated the nature, extent, and degree to
which findings impacted on food safety and public health, as well as overall program
delivery. Auditors also determined if establishment and inspection system controls werein
place. Establishments that do not have effective controls in place to prevent, detect and
eliminate product contamination/adulteration are considered Unacceptable and are ineligible
to export products to the United States.

At the time this audit was conducted, twenty-nine establishments were certified by France to
export meat products to the United States. Eleven establishments were visited for on-site
audits. In eight of these establishments (19-031-02, 24-396-01, 24-520-02, 40-088-03, 40-
282-02, 67-402-21, 85-109-01, and 87-085-03), both France inspection system controls and
establishment system controls were in place to prevent, detect and control contamination and
adulteration of products. These eight establishments were found Acceptable.

Three establishments (24-396-01, 29-027-01, and 29-225-01) were rated Acceptable Subject
to Re-review on the next audit because of several deficiencies regarding sanitation and the
condition of facilities.

Microbiology Laboratory Audits

France’ s microbiological testing program for Salmonella and E. coli was being performed in
the government laboratory at the Laboratoire National of Veterinaire De Rungis (National
Veterinary Laboratory), Ministry of Agriculture and Fisheries (MAF), at Rue du Caducee,
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94516, Rungis Cedex, (suburbs of Paris), France. Dr. M.Alain Guignard is the Head of
Department at this Laboratory. The French microbiology testing Laboratory was audited on
October 27, 2000 and met the criteria established for the use of |aboratories under FSIS's
Pathogen Reduction/HACCP rule. The laboratory had properly trained personnel, suitable
facilities and equipment, a written quality assurance program, and reporting and record-
keeping capabilities. Results of analyses were being reported to the inspection authorities of
the government and the establishment.

Establishment Operations by Establishment Number

The following operations were being conducted in the eleven establishments audited:

Swine slaughter, cutting, and boning—three establishments (29-225-01, 29-027-01, and 156-
091-01)

Ducks and Geese, boning and canning—four establishments (24-520-02, 40-088-03, 40-282-
02, and 67-482-21)

Pork, chicken, duck and goose, boning, cutting, grinding, smoking, cooking and canning-
three establishments (19-031-02, 24-396-01, and 87-085-03).

Duck slaughter, cutting, and boning —one establishment (85-109-01).

Sanitation Controls

Based on the on-site audits of establishments, France’s inspection system had controlsin
place for water potability, hand washing facilities, sanitizers, pest control programs,
temperature control, lighting, and ventilation. Establishment construction, condition of
facilities and equipment, product protection and handling, and establishment sanitation
programs were acceptable except in establishments 24-396-01, 29-027-01 and 29-225-01. In
establishments 29-027-01 and 29-225-01, the floor, overhead structures and conveyor belts
were in need of repair and replacement and there was a lack of a maintenance program in
establishments. Direct product contamination was observed in both establishments. In
establishment 24-396-01, condensation on the overhead structures and, cracked floors, and an
ineffective maintenance program were observed.

Sanitation Standard Operating Procedures (SSOP' s)

Each establishment was evaluated to determine if FSIS requirements for SSOP s were being
met in an equivalent manner. Establishment 87-085-02 did not address daily operational
sanitation and no records were maintained and SSOP document was not dated and signed.
Establishments 29-027-01 and 29-225-01 did not mention the frequency and time of Pre-
operation and operational sanitation check. The data collection instrument used accompanies
this report as Appendix A.
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The SSOP s were found to meet the basic FSIS requirements except in establishments 29-
225-01 and 29-027-01 where corrective actions were not being taken for contamination of
product-contact surfaces; and operational sanitation checks were not being recorded.

Cross-Contamination

Contamination from condensation and extensive contamination from black rail grease were
observed on pork carcasses and cuts in establishment 29-027-01. In the same establishment
trays in boning room were found to contain black grease, plastic covering were dragging on
the floor for wrapping the carcass parts. French inspection official’s assured to take
corrective action.

Contamination of duck livers from bile and digestive tract content was observed during liver
harvesting from duck carcasses at establishment 85-109-01.Corrective action was taken and
livers were cleaned and trimmed.

Heavy rail grease was observed at several places on the overhead structures and on the rails
in the cooler in the establishment 29-027-01. Inspection and establishment officials
discussed thisissue and agreed that corrective action would be taken.

Product Handling and Storage

Cobwebs were observed in dry storage area in establishment 29-225-01. Reconditioning of
products from the floor was not done properly and there were no specific place for
reconditioning procedures in establishments 29-225-01. Boneless meat inspection program
and record keeping were not carried out in any establishment.

Personnel Hygiene and Practices

In al establishments, employees were observed to follow good persona hygiene practices.

Animal Disease Controls

France’ s inspection system had controls in place to ensure adequate animal identification,
ante-mortem and post-mortem inspection procedures and dispositions, condemned and

restricted product control, and procedures for sanitary handling of returned and rework
product.

There were reports to have outbreaks of variant Creatzfeld-Jacob Disease (CJD), the human
form of Bovine Spongiform Encephal opathy (BSE) in cattle with public-health significance
since the previous U.S. audit. Cases of BSE in cattle in France were reported before this audit
but now CJD cases in humans are being linked with BSE cases. French and EU are taking
severa precautions and adopting testing procedures and programs to control BSE outbreaks.
United States does not import any beef product from France.
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Slaughter/Processing Controls

All establishments approved to export meat products to the U.S. are required to develop and
implement a Hazard Analysis Critical Control Point (HACCP) system. Each of these
systems was evaluated according to the criteria employed in the U.S. domestic inspection
program. The data collection instrument used accompanies this report as Appendix B.

The HACCP programs were found equivalent to FSIS regulatory requirements except in few
establishments (29-225-01, 24-396-01, and 85-109-01. These establishments did not specify
the frequency of monitoring of critical control points (CCPs) and adequate documentation of
recording of CCPs was not followed.

E. coli and Salmonella testing is required in the French slaughter establishments that are
certified to export meat products to the United States. France obtains meat and poultry for
its products that are exported to the U.S. from livestock and poultry slaughtered in a third
countries (Denmark, Netherlands and Isragl) that are eligible for export to the United States.

The French swine and poultry slaughter establishments were testing for generic E. coli and
Salmonella for monitoring of process control procedures. In ducks and geese, whole bird
(carcass) rinse method was used according to FSIS requirements as outlined in the final rule
except in establishment 85-109-01, where only duck livers were being tested. The
establishment and French Veterinary Officials discussed this issue and assured the auditor
that from now on, establishment will be using FSIS procedure to test whole bird.

| nspection System Controls

Inspection system inspection controls include (1) ante-and post-mortem inspection
procedures and dispositions, (2) control of restricted product and inspection samples, (3)
control and disposition of dead, dying, diseased or disabled animals, (4) boneless meat re-
inspection, (5) shipment security, including shipment between establishments, (6) prevention
of commingling of product intended for export to the United States with domestic product,
(7) monitoring and verification of establishment programs and controls including the taking
and documentation of corrective actions under HACCP plans, (8) inspection supervision and
documentation, (9) the importation of only eligible livestock or poultry from other countries,
i.e., only from eligible third countries and certified establishments within those countries, and
(20) the importation of only eligible meat or poultry products from other counties for further
processing. These controls were in place and effective in ensuring that products produced by
the establishment were wholesome, unadulterated, and properly labeled.

Adequate controls were found to be in place for security items, shipment security, and
products entering the establishments from outside sources.

Species Verification Testing
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At the time of this audit, France was not exempt from the species verification-testing
requirement. The auditor verified that species verification testing was being conducted in
accordance with FSI'S requirements.

Monthly Reviews

The Prefecture (Regional) Director’ office of MAF performs in-depth reviews of U. S.
certified establishments once or twice ayear. Local Veterinarians of MAF were conducting
reviews based on the time available to them and reviews. These reviews were not done
routinely on a monthly basis.

The internal review program was not applied equally to both export and non-export
establishments. The records of audited establishments were kept in the inspection offices of
the individual establishment and in the Prefecture (regional) MAF offices.

Enforcement Activities

Enforcement activities are carried out by MAF, which has full power to initiate all
enforcement actions. Newly created central coordination staff in the MAF has been set up for
enforcement of HACCP and Pathogen reduction and other public health programs through
out France.

EXIT MEETINGS

Exit meetings were conducted in Paris on October 20and November 7, 2000. The first exit
conference was arranged by MAF and was held at offices of the MAF- Veterinary
Inspection. The French participants were Dr. Isabelle Chimitelin, Acting Chief Veterinary
Officer and Chief International Unit-MAF-DGAL; Mr. Jean Jacques Soula, International
Unit , Nicole Lipi; Dr. Jean Christopher Tos ; Mr.Christian Bastien of MAF-DGAL.
Dr..Agnes Asour, Veterinary Medical Officer, Euoropean Union, Brussels;, and Dr. Maryse
Flamme, Meat Board (OFIVAL-MAE) of France. Other participants were Ms. Susan Reid,
Agriculture Attache; Ms. Brigit Lonne, Agriculture Assistant, American Embassy, Paris; Mr.
Donad Smart, Director, Review Staff; Dr. Suresh Singh, International Audit Staff Officer;
Dr. Manzoor Chaudry, Branch Chief, Residue, Technical Service Center; Dr. Michael
Hoffman, Branch Chief, Emerging Issues, Ms. Rita Kishore, Chemistry and Toxicology
Division; Mr.Gary Stefan; Ms. Mary Stanley, Food Technologist, International Policy
Division; Dr. Elizabeth Leovey, Chemist, Environmental Protection Agency; Mr. Terry
Dutko, Quality Manager, Midwestern Laboratory; and Mr. Leon IInicki, Quality Manager,
Western Laboratory of USDA-FSIS.

The following topics were discussed:

Audit findings and conclusions of the Laboratory Program Subgroup.
Audit findings and conclusions of the Residue Program Subgroup.

Investigation procedures and criminal prosecution of illegal veterinary drug and
feed additives use in France.
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A second exit meeting was held on November 7 at the MAF-DGAL- Veterinary Inspection
offices at Paris. The participants were Dr.Jean-Y ves Kerveillant, Chief, Meat |nspection;
Dr.Jean-Christopher Tosi, Chief, Poultry Inspection; Dr.Jean-Jacques Soula, Senior
Veterinary Officer, International Unit; Dr.Christian Bastien, Technica Services of DGAL-
MAF. Dr. Suresh Singh, Lead Auditor -FSIS, and Ms. Brigitte Lonne, Agriculture Assistant,
American Embassy represented the United States.

The following topics were discussed:

Findings and conclusions of the Inspection Program Subgroup.

HACCP-preshipment verification and SSOP record keeping for pre-operational
and operational sanitation.

Boneless meat inspection program requirements.
Supervision of inspection staff and verification of HACCP records.
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CONCLUSIONS

The meat inspection system of France was found to have effective controls to ensure that
product destined for export to the United States was produced under conditions equivalent to
those which FSIS requires in domestic establishments. Eleven establishments were audited;
all were acceptable. The deficiencies encountered during the on-site establishment audits
were adequately addressed. The French microbiology laboratory and residue control
programs were satisfactory.

Dr. Suresh P. Singh (signed) Dr. Suresh P. Singh
Lead Auditor

Appendices.

A. Data Collection Instrument for SSOP's

B. Data Collection Instrument for HACCP Programs

C. Data Collection Instrument for Generic E. coli Testing

D. Data Collection Instrument for Salmonella testing

E. Laboratory Audit Form

F. Individual Foreign Establishment Audit Forms

G. Written Foreign Country's Response to the Draft Final Audit Report
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Appendix A

Data Collection Instrument for SSOP’s

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for
SSOP' s were met, according to the criteria employed in the U.S. domestic inspection
program. The data collection instrument contained the following statements:

1. The establishment has awritten SSOP program.
2. The procedure addresses pre-operational sanitation.
3. The procedure addresses operational sanitation.
4. The pre-operational procedures address (at a minimum) the cleaning of food-contact
surfaces of facilities, equipment, and utensils.
5. The procedure indicates the frequency of the tasks.
6. The procedure identifies the person responsible for implementing and maintaining the
activities.
7. Therecords of these procedures and any corrective action taken are being maintained on
adally basis.
8. The procedure is dated and signed by the person with overall on-site authority.
The results of these evaluations were as follows:
1. 2, 3 4. 5. 6. 7. 8.
Written Pre-op Operation | Food Task Person Daily Dated and
Est. # SSOP sanitation | sanitation | Contact frequency | resp Records signed
2922501 o o O o No O o o
o) o) o) o) o) o) o) o)
2902701
o) o) No o) O o) o) o)
5609101
o) o) No o) o) o) o) No
8708503
o) o) o) o) o) o) No o)
1903102
o) o) o) o) o) o) o) o)
2452002
o) o) o) o) o) o) o) o)
2439601
8510901 o) o) o) o) o) o) o) o)
4028202 o) o) o) o) o) o) o) o)
4008803 | & 0 0 0 0 0 0 0
648221 & 0 0 0 0 0 0 0

Internal compliance audit documentation’s and records of establishments 4026101, 4610204,

4612802, 6744705, and 8706501 were audited and met all the requirements of FSIS.
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APPENDIX B
Data Collection Instrument for HACCP Programs

Each of the establishments approved to export meat products to the U.S. was required to have
developed and implemented a Hazard Analysis — Critical Control Point (HACCP) system. Each of
these systems was evaluated according to the criteria employed in the U.S. domestic inspection
program. The data collection instrument included the following statements:

grLOdDE

o

8.

0.

The establishment has aflow chart that describes the process steps and product flow.

The establishment had conducted a hazard analysis.

The analysis includes food safety hazards likely to occur.

The analysis includes the intended use of or the consumers of the finished product(s).

There isawritten HACCP plan for each product where the hazard analysis revealed one or more
food safety hazard(s) reasonably likely to occur.

All hazards identified in the analysis are included in the HACCP plan; the plan lists a CCP for
each food safety hazard identified.

The HACCP plan specifies critical limits, monitoring procedures, and the monitoring frequency
performed for each CCP.

The plan describes corrective actions taken when a critical limit is exceeded.

The HACCP plan was validated using multiple monitoring results.

10. The HACCP plan lists the establishment’ s procedures to verify that the plan is being

effectively implemented and functioning and the frequency for these procedures.

11. The HACCP plan’s record-keeping system documents the monitoring of CCPs and/or includes

records with actual values and observations.

12. The HACCP plan is dated and signed by a responsible establishment official.

The results of these evaluations were as follows:

1. Flow | 2. 3 Al 4. Use 5. Plan 6.CCPs | 7.Mon- | 8.Corr. 9. Plan 10.Ade- | 11.Ade- | 12.
diagram | Hazard hazards | & users | foreach | foral itoring actions validate | quate quate Dated
an- identifi include hazard hazards | isspec- are d verified | docu- and
Est. # aysis ed d ified describ . menta- signed
conduct ed Procedu | tion
-ed res
o] o] o] o] o] o) no o) o] o) No o]
29225
01
i9020 o) o) o) o) o) o) o) o) o) o) o) o)
o] o] o] o] (0] o) No o) o] o) No no
24396
01
o] o] o] o] o] o) no® o) no o) No o]
85109
01
56091 o) o) o) o) o) o) o) o) o) o) o) o)
01
O O O O O O O O O O O O
87085
03
O O O O O O O O O O O O
19031
02
O O O O O O O O O O O O
24520
02
40282 o) o) o) o) o) o) o) o) o) o) o) o)
02
40088 o o o o o o o o o o o o

EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES

33



03
67482
21

Internal compliance audit documentation’s and records of establishments 40-261-01,46-102-
04, 46-128-02, 67-447-05, and 87-065-01 were audited and met all the requirements of FSIS.
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APPENDIX C

Data Collection Instrument for Generic E. coli Testing

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for
generic E. coli testing were met, according to the criteria employed in the U.S. domestic
inspection program. The data collection instrument contained the following statements:

The establishment has a written procedure for testing for generic E. coli.

The procedure designates the employee(s) responsible to collect the samples.

The procedure designates the establishment location for sample collecting.

The sample collection is done on the predominant species being slaughtered.

The sampling is done at the frequency specified in the procedure.

The eiquwal ent carcass site and collection methodology (Swab) is being used for
sampling

The carcass selection is following the random method specified in the procedure or is
being taken randomly.

The laboratory is analyzing the sample using an AOAC Official Method.

The results of the tests are not being recorded on a process control chart but on atable
form showi ng the most recent test results.

10. The test results are being maintained for at least 12 months.

©o N ouklwbhpE

1.Writ- 2.Samp- | 3.Samp- | 4.Pre 5. Samp- | 6. Pro- 7.Samp- | 8.Using | 9.Chart 10. Re-
ten pro- ler ling domin. ling at per site lingis AOAC or graph | sultsare
Est. # cedure designat | location Species thereq'd | or random method of kept at
ed given sampled | freq. method results least 1 yr
2922 O O O O | O O O O |0 O
501
O O O O O O O O O O
2902
701
O O O O O o) O O no O
5609
101
O O O O O o) O O no O
4028
202
O O O O o No o O O O
8510
901

Documentation was a so audited from the establishment 46-128-02 that was not visited on-
site.
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Data Collection Instrument for Salmonella testing

APPENDIX- D

Each slaughter establishment was evaluated to determine if the basic FSIS regulatory
requirements for Salmonella testing were met, according to the criteria employed in the U.S.
domestic inspection program. The data collection instrument included the following

statements:

ourwWNE

The results of these evaluations were as follows:

Salmonellatesting is being done in this establishment.
Carcasses are being sampled.
Ground product is being sampled.
The samples are being taken randomly.
The equivalent carcass site and method is being used for sampling.
Establishments in violation are not being allowed to continue operations.

1 2. | 3.Ground | 4. Samples | 5. Proper | 6.
Est. # Test Car | productis | aretaken | siteand/or | Violative
o oo | sampled | randomly | proper est’s stop
req are prod. operations
uire sam
d ple
d
2922501 o o N/A o ) @)
o) o) o) o) o) o)
2902701
o) o) N/A o) o) o)
5609101
o) o) N/A o) o) o)
4028202
o) o) N/A o) o) o)
8510901

Documentation was also audited from the establishment 4612802 that were not visited on-
site. All audited records met the USDA requirements in all establishments.

36
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Attadn €

US D A United States Food Safoty Techaical Suite 300, Landmark Center
Department of And laspection Service 1299 Famam Street
- Agriculture Service Center Omaha, NE 68102

Questions for Auditing Laboratories
General

Name & location of lab:  Laboratoire Nafional Veterinaire de Rungis, Paris,
France

Private or gov't lab? Govt.-Ministry of Agriculture

How & when was accreditation obtained? June 2000 accredited by the
COFRAC (Committee of France Accreditation).

How & how often Is accreditation maintained? COFRAC- Minimum once and
maximum twice a yeat.

When and how is payment for analysis provided? After reporting

Are results released before payment is received? Yes

Methodology for HACCP Salmonella samples (requlatory labs)

Does this tab analyze HACCP Salmonella samples? Yes

Howr are HACCP Salmonella samples received & recorded? Samples are
collected and brought to the faboratory by the laboratory personnel.

Are HACCP Salmonella samples analyzed on the day of receipt? No (within one
week).

What method(s) is used for HACCP Salmonella samples? AOAC ISO 6575

{s it a qualitative method (i.e. +/- result)? Yes
Are HACCP ground beef samples analyzed for Salmonelfa? NA

—~— What is the size of the ground beef test portion? N/A
What buffer is used: Buffered Peptone Water
Sponge samples for Salmoneila? Yes
Poultry rinsates for SaWh? Yes
Salmoneffa ground beef sample homogenates? N/A
Analytical controls are employed for each set of samples.  Yes

How are HACCP Salmonella results expressed? Positive or negative



How are HACCP Safmonella results recorded: fogbook

Data sheetsfwork sheets?
and/or Log books?

Howve and to whom are HACCP Salmanella results reported? By mail to
establishment management

Are “check” samples periodically used to test the proficiency of the lab and analysts
for Salmonella testing?  Yes

Methodology for HACCP generic E. coli samples (in-plant or other private labs)

Doe# this lab analyze HACCP generic E. coli samples? Yes

How are HACCP E. coli samples received & recorded? Samples are
coflected and brought by the laboratory personal.

Are HACCP E. coli samples analyzed on the day of receipt? No - within one week
What method is used for HACCP generic E. coli samples? AOAC ISO 6575

Is it a quantitative method? Yes
What buffer is used: Buffered Peptone Water

E. cofi sponge samples? Yes

Poultry rinsates for generic E. coli? Yes
Are analytical controls are employed for each set of samples? Yes
How are HACCP E. coff results calculated and/or expressed? Quantitative
Howrare E. coli results recorded: Log books

Oata sheets/work sheets?

Log books?

How and to whom are HACCP E. cofi resulls reported? By mail to establishment
management

Are "check” samples periodically used to test the proficiency of the lab and analysts
for generic E. coli testing? Yes
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Yemilatioa "\ | Postmortem inspec. pracedures “5 | Pracess. defect actiens - plant "o
Fackties appeoral 13 | Posimartem dispositions €, | Processing control - inspection "o
Equipraent agproval "% | Condemned ptoduct contral “© £, CONPUARGLICRON, SRAUD CONTRCL
N COUDITION OF FACILITIES ECORFMENT Restricted product cantrol “, | Expoet praduct identification "
Over-product caliings 4 | Returoed a0d vewsrk pradect . inspector varificatian =
Over-product equipment h 3. SLSRIOE CORTROL Export certificates =
Product contact cquigaeat *¢. 1 Residua program compliance *y | Single standacd LA
Other product afESx fsie! 3. | sampling procedures “x |iasosction supercision e ¥
Ory storage aceas 2 | Residue reprting procedures @, | Contral of security iterus P
Actemertem faciities 2, | Apravel of chemicaks, etc. “a | Stipment secority A
Veltace facitics 2 | Storage snd ute of cliomicats %o | Species vedfication T
Ouesicke premises T £ PAACESTO AOBUCT CONTRAL “Equak to” status -
1 FEODUCT PRATECTION & BRYOUING Pre-bosing trim o {tmports "
Perconst deess snd habits | Boncless meat ceinspection 8,
Persanal hygiens practices 3, }ingredients iduntificaticn o
Samitacy dressing peocedures J 7% | Conteot of restricted ingredieats s
7S5 TORM §320-2 G333 SERLCEH 754 500 9203 160U W CH VAL 5 UTIG UNFL UNALEIES. Dt on Y T Satrr by OtV



REVEW 0AYE ESTABLISUMENT NO. AND KAMC oy
FOREIGN PLANT REVIEW FORM | 10152000 | 29-027-01, ETS.Sacapa Chaceauncul-du-Faou
(reverse) RS COUNIRY
FRANCE
LA OF AOVERER HANS OF FORCISK GTICIAL FvaluLTIon oo
Dr.S.P . Singh De.Picrre Je Seach [ Joowiwe  DXJamm | Juwenene

COMNENTS:

1417630 = Condcnsation was present in carcass coalers and other product arcas. Corrective action were taken (0 remave products
from potential condensation arcas in coolers and other product areas.

18733= Heavyrail grease was observed st scveral places on the overbicad structures and  oa rails and carcasses and carcass parts were
observed with grease contamination. Management and inspection officials agreed to take action and trimumed the carcasses and pars.

28=Trays in boning roorn were found o contain grease, plastic covesing was dragging on the tloar for wrapping the carcass paas.,
and carcass hesds touching the floor i the slaughier scea.

11= Effective maintenance program was lacking o keep coateol gresse on the rails, rust and flaking pairt on over-product structures in
several arcas. Mansgement and Gol: Officials assured the auditor that corrective action and program will be suenthed.

76=Mounthly inspection supervision and records were lacking,




V3 GPLRTUOT O KO TR RETIER BAYE TSTABLISHWENT RO, A4 RAML oy
weiARETAR, PoSaus . Jossclin
FOREIGN FLANT REVIEW FORM 10-19-2000 | 56-091-01, Olympig.S.A. ————-ﬁ" ‘: :: g e

HONE OF FECIEER, AUE OF TCREIGN OF AL EVALUATION - i
Dr.S.P.Singh Dr.Jean-Yes Kerveillant [ EI N N ol W [
COOLS (Give en agueqridte cade Lo’ ¢act wrema 2o fsted belrad
) ﬁ_—_ jmwm M~ Margisslly fccsgnatie U Px:t:::vlaf& # - Xot Reviews? €@ - Ouesaatagyly o

1. CONTARINETION COKTRCL Cross cuntamination prevention n” Faemulations 9;0

W BASIC ESTRBUSIMINT [aCIURILS Cquipnens Sanitizieg xA Packaging matecials “ “0
Vister porabiSty cecards Y | Product handling end steeage T %4 [ tatoratory contirmatisn ] B
Chlotination pracedures #, | Praduct recundiioning *, [ratet approvals *
Back sotionage prevention % | Peguct teansportation B | Spucial bl chiime “o
Hand washing laclities “ 6 ESTASUSKNEN SANITATION PROGRAM Inspectar monizoring N
Saaititers - "o | Elfective smsintenance progeam B | Processing schedules Yo
stabfishments separation “x | Prespecatianal sanitation * . P Processng cqipment B “a
Pest —na exidance ) “'A Qp2tational saaqitation = ‘A | Processing records I;’:,‘ B
Pest control program o | ¥aste dispesal % | Empty con inspectian a “s
Pest coatrol monitcring A 1. GISEASE CORTROL flling procedures “
{erporatiue contect | hnimal identificztion ¥ Container dosure exam “s
Lighting Yo | Andemortem inspec. peocedures ¥, | taterim containes handtnny - “o
Opecations work space Y | Antemortem dispasitions o | estprecessing handing ®,
laspector work space ¥, | Humane Siaughitec 2+ Jincubation precedwes “
Vantiation . I Pottmoctern inspec. pracedures “o | Process. defect actions - plant %o
faciities approval 15| Postmorten dispositians <, | ¥rucessing contrt - inspection ey
Equigment appreval 16 | Coatemned preduts conteot Y S. COMPLIANCERCON. ERAR0 COKTAL(

& COROITAN O FLCRMIES FORPUENT Restricted grodect contral o | Expory product identification A
Orver-peaduct colfags Y& | Retaracd aad rework product %o |tspectoc vedfication A
Overgaduct equipment % 1. HCSOUC CONTRAL Expart certificates A
Product centact equipment % | Residus pragram compfiance “\ {Singls standard ™~
Other product-aas favoice! 2 | Sampfing procedures 9, | taspection stperision A
Ory sterage sreas ' | Residus reporting pracedutes @, | Controt of secuity items A
Aatemoctecy faciitics 2 Japprovsl of chemicals, etc. “. | shipment security "
Weltare (aciitias 3 | Starage anduse of chamicats “s 1 Species verification "\
Outside prewwises *% 4. PRACESSED PROTUCT CONTRGL “Egual 16" status “«

0 PROBUCY PROTECTION & KANGUNG Piebonng wim ¥4 |mgorts “~
Pecsartal drass 4 habics 7| oneless meat eciespection 2, o
Petsonal fygiene practices % | vgredisass identification Yo
Sarétary dressing procedures T | Contesl of restdicted ingredients %

1515 £0aM 9520-2 (203
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. REVIEWOATE . | ESTABUSHMENT KO. AN NAVE ~ Ty
. Jossclin
FOREIGN PLANT REVIEW FORM ’ - :
N 10,19-2000 | 5609101, Oiympig.S.A. T
{ France

A O BeRER W CFFOREGN OFRICIAL [ evawation T
Dr.S.P.Singh De.Jean-Yes Kerveillaunt UX Jtaemiaa T Jimaten [ ——
COMNERTS:

28= Cross contaminztion was observed; Carcasses with grease spats, Metal trees with black grease and bedt in boaing, line brken at
spats. Corrective action taken-alt defects will be rimmed and bele will be replaced.




o %ﬁ% ?:‘ %3: 7 “:-;s“ REVIEW CATE Esm;nsnum.mmo [7X%3 Clg:mgcs
FOREIGN PLANT REVIEW FORM 10-23-2000 | 87.08503. ETS Madcange cotnray
- France
1AWE Of RECEWER KAML OF ICREIGN CFTICIAL TiaLgaTicd
D¢.S.P.Singh Dr.Catherine Chapoux P P D teran
COOES Sve s a3(repraie C163 1o €ACY seveow izere fste? tefawd
& - Accepirbie 1~ Mgy ficeatatis U = Urasepislie K o H:tFadaed 0 - Cas ot 2utly
§ CORTANINLTION CONTRGL Cross contamnation preveation » A Facmalatians ".'A
fef LASIC ESTAUSKMINT (ACRIIKS Equipmant Sanitizing B A Packagng materials *A
Water potablity records ¥ { Product banding and storage ¥, | tatoratory confirmation “a
Chlacinztiaa procedres ¥ | Pradusct reconditiaring st appeoats B
Back siphorage peevention 95 | Froduct transpectation R, ] Special label claims “*
Haad washing faclities * 1 ESTABUSKWINT SAMTTATION PROCPAM lnspscton monitering T ;:
Saritizers =, | etiective maintenance pragram s | Processing schedules “e
Establishments separation “« | Preoperationsl sasitation *+ | Processng equipiment ‘:A
Pest a0 eddance © < | Operational saritation . | Processng reccrds “
Pest ccatref program . | Waste duposal ¥ | Empty can inspection =
fest control manitoring o “a 3. GISEASE CONTRAL filling procedures o -E’; A
Temperature coniral “, | Avimat dentification ¥o | Contaiver closura exam “
Ligting - Yo | Antemartem inspec. procedures ¥o | lnterim containes handing T e A
Operations work space 2 | Antemartem dispositions *o | Postprocessing handing .
tnspector work space *% | Humane Stzughter “o | acubation procedwes ® A~ '
Veatdation Y | Pestmacteminspec. procedures “o | Pracess, defect sctions - plant A
Faciitics aparoval '3 | Pestmactem dispasitians <o | Precessing cantrl - inspection "A
Equipment approval 16, | Condemned product contrel “ 5. COMPLILNCEIECON FRAYD CONTAQL
€ CORGITION OF FACILIES EQUIPUENT Restricted product contral “o | Expert peoduct identification =
Over-product celings A Retomed and rewark product “o | taspecter vedfication ne
Overproduct equipment " 1. RESIDUE CONTRL Export cettificates Y
Praduct contact equpment '8 | Residue program comptsace “o | Single standacd Y
Qther peodact srees fincidel *a | Sampling procedures “a |tspection supenvisicn h "}
Dty storage areas 1. | Rosidae reparting procedures “o | Controf of secuxity items T
Antemocten taciities 32 | Appeowat of chemicals, etc. “, | Stigment security B
Wellare focilities 23, I Storage snd use of chemicals , | Species verification o
Outside premizes % 4 FOCESSED PROGECT CORTRIU “Equal 10° status “A
16 PRECUCT PROTECTION & HARDURG fire-boning teim ¢y |iapans .
Pexsonial dress and bisbits 2% | Bondless meat reiaspection =, |ssoe M
Perscanl hygisne ptattices 26, |logredisats identification 2. Inacee A
Sarstary dressing pracedures o 7, | Coatrol of sestricted ingeedients o
FSISFQRM 952C-2 p‘m; PEFLAZES 1585 FOAV £ 2B § 12 190 WRIOH VLAY 8L TEIT URTE TXSALRD. Sevgret v Pot (M FFOSrtame br Ot




] REVEWOATE | ESTASLISHMENT NO. AND KAVE iy
t . Limages
FOREIGN BPLANT REVIEW FORM | o.21. 3 a
Ceversel 1 10-23-2000 | 87-083-03, ETS.Madrange P
France
KAVE OF ALVEW:R NAKKS OF FONEIGN QFFICIAL o T EYALULTION -
D1.5.P.Singh Dr.Catherine Chiapouxs X een [ ]y R
TOMMENTS

73 = laspection present only for export to the US. There was no permanent inspector presant all thie time: at the estblishmen:,

76+« Inspection superervision ot monthly bt when needed.




RIVIEA DATE

. &g :}ﬁog‘lr‘:mgz‘m“ ESTAELISHWEKT NJ. AKU Natst Cﬂ’!
HTFREC UL PGS - Brive
FOREIGN PLANT REVIEW FORM 10:24-2000 ) (503102, BTS. Birse CounThy
France
G RAME OF FOREIGN 07FICIAL - CVALUATION
Dr.S.P.Singh Dr. Alzin Quicroix E R T T P
COOES fBive s agpeeprinte <28 lor each tevem Lo babet L20ad
A - Acteplae "« toegacly Koeegtatle U - Urscorptese K~ Nes Resttnnt Q ~ Dars e a3y
1 CENTASIUATION CONTRAL Crass contzmination prevention ¥ A | Formutations - .
G4 BASIC ESTALUSEMERT FACHLIICS Equipment Sanitizing BA Packagng materials “ A
Yiates putabiity recurds ¥ }Praduct harding and stacage ;’: Laboratary contirmation o bt
Chiodnation procedures 2, | Product recanditioning | Label approvals ) ‘:‘;\
Back siphcnage preventiorn: "3;\ Pruduct transgorlation 2. | Special tabel claims o
Hand wasting aoiitics “a | CTABUSHUENT SANITATIN PRECRIN Inspector monitaring - 4
Swtzers x| Effective maintenaace progeam ¥» | Pracassing schedules by
Establishments saparation | Preoperational sasitation ¥ | Processing equipment ) e
Fest -no seedence ) ©a | Gperational sanitation P+ | Processng records o,
Pest contral peogram ™. | Vaste disposal *, | Empty can inspection “u
Pest contrel monitaring “. . 2. TISCASC CONTaaL filling proceduees “a
Temperatute conircl | aqimal Wensitication ’ o | Container clesure exam “ .
Lighting Yo | anterngctem inspec. pracedures 3o | Wetedin containes handiing “a
Opesations work space .‘%\H Antemortem dapasitions %o | Pust-processing handling * '
Inspactor work space Y | ttemane Staughter “o | ineubation procedures .
Veatilation ¥ | Postmecteminspoc. prosedures a2 | Process. defect actions — plant B
Fackities approval Y | Pestmoctem dispasitions “o | Pracessing conteal - inspection T
Exuipment 2pproval 16 | Cendemned product conteo! YA P r— “
OF CORCITEON OF FACHITIES ESUIPUENT Restricted product coatrel “o | Export product identification 2
Oveeproduct calings "7 | Retumed and rework graduct 4, L lnspector verification B
Owerpeoduct equipment % 3, KESHOUE CONTROL Expaet certificates *
Product coatact equipment ""‘ fesidue pragram compliance “o | Singte standard B
Qther prodict srems fasia) 29 | ssnghing procedures o |laspection supervision /Y
Dry stecage arcss 3 | Residue reperting procedures % | Costrul of security items A
Antemoctern faclities %, | Appeovat of chemicats, stc. %o | Stipment security Ba
Vicl{are fackties 3, | Starage aed use of chemicals “, | species vasitication "
Outside prernises “ 4 PHICLSSO FIOUCT CONTRL “Eqeal to™ states A
16 PREDUCT PROTCCTION & HANTLISC Pre-buning trim o Jtmparts "
Persanal dress and hadits 2 | Boodess meat ceinspection €
Personal ygiene pesctices ¥, | iredients identification .
Savitary dressing proceduces 1% | Control of cestricted ingredents .

€515 FORM 93202 22
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KEVEW O4/TE CSTAQUSHIMENT NO. A2D WANE

ry
. Drive
FOREIGN FLANT REVIEW FORM | 10.24-2000 | 1905102, £TS.Rizac b -
{reverse) . ' COUIRY
France

MRVE OF RECEWER MARAE T FONCGY OFFICIAL T€valueran N
De.S.P Smgh Dr.Alain Quicroix §l§$]«-- i" ot O -
coNenTS:




o ‘g‘e;ésqz‘u::r L dsTaTee REVIEW QATE ESTARLISHMENT KO. AND NANE oy
T —— | 10-25:2000 }24-52002, EVS.Rougic.S.A. Sald
FOREIGN PLANT REVIEW FORM : f_‘i‘i’:\‘:ﬂé :
BAVE OF REVERER * NAME CF TOREIGN CETICIAL T fvaLgaTion
Dr.S.P.Singh i 1. Alain Labeilte and Dr.Yuar Talenton ;lz’ Lotdle Il Povineg C} —
CONES Grve an apzrazrizte cole foe aach fenlew den listed tlond
& = heestatic M - Mugosly doogtahe U - Whatsbe K « Nutfevizard 0 - Coas ot sy
1. CONTRMIKATION CONTROL Cross contaranation preventinn ”A forwe/ations “ N
(4] BASIC ESTARUSHRKY (A ORITIES Cquipenent Sanitizing "+ | ackaging materiats " A
Yater potability eecords "o | Product banding and starage 2 | Latiaestory contirmatian R A
Chlgrinston procedures %, | Product reconditicning # | Latel appeevats u,
B2ck siphanaga prevention o | praduct (tamponﬁtion B, | socciat tabe! claims ?’:
Hand vrashing facilicies v *“ ¢ ELTARUSHVENT SCUTATION PROGEAM laspector manitering ¥
Saritaers ) ”:‘ Effective maintenaace progam B | Processing schiedules ;: B
Establishments separation "» | Preoperasionst sanitatica Yo | Processing equipment “a
Pest a0 evidence ¢, | oparationl saritation %o | Processing ccords CR
Pest coatral prograt ® | viaste dispesal ¥, | trapty can mspection “.
Pest ccatrol monitating i ® 2. 6CHEASE CONTRIL Filling procecutes te,
Temperature contral “a | Aricoal identification Yo | Contsiner dosure exzm “
Lighting ¥ | &ntemartem inspec. rocedures *o | \ateriu container andting T :;-
Ogerations work sgace 2 | artsmortom dispositions ¥o ] Pesiprocessing handling e
laspector work space ¥ | Humane Stagiriee “o | incutativn procedures “.
Ventilation Ya | Postmoreminspec. pracedures “o | Rrocass. detect actions - plant =
Facilties appraval ¥4 | Pustmartenn dispositioas “o | Processing conteol - inspection a
Equipment approval 16 | Condamnad praduct conteol % 5. COMPLIARCLITSNN, FRAUD CERTRIL
& CORDITION OF FACITIES EQUIPHENT Resteicted product conteal “A | Export product ideatification R
Over-product celings “a | Retumed and rewark peoduct &, | tspector vesification A
Over-raduct eguipracat % 2 sesmoe ConTue Expoct certificates LN
Product cantact equipment ¥ | Residue peogramm comgliance “0 | Suagle standard "
Other product snses fiacide/ % | Samgfing pracedures “o | Wnspection supervision M
Ocy stacage acess iy | Residue seporting grocedures “o | Cantrel of security items A
Artemorten faciities "o | Apareval of chemicats, ete. “+ | Stipreat security "
Welface faclitics % | Stacaqe and yse of chemicals “y | Snedies vesification "A
Outside preciises Y € PHETLSSED PRODICT CONTRSL “Equal to" status .,
11 PRGTUCT PROTECTION & KARDKIG Pre-boviag tim o |rupons .
Persanal dress and habits %5, | Bonetess meat winpection 2,
Persondl hygiens peactices %, | tngeedients identification =
Sanitary dressing procedures { Yo | Contect of cestricted ingredients “

£81$ (0RM 9520 1 2193
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AEAER DATE ESTABLISHNEKT 120, AND NAMC (711]
- Sarlat
FOREIGN FLANT REVIEW FORM | 10952000 | 24-520-02, ETS.Rougic S.A. e e
{reversc) ' K = COUSTRY
Frange
TRAVE 0 RECEWER WAVE OF FORTIEN OfT 2L Y kiR THR T -
Dr.S.P.Singh Dr. Alaia Labeille and Dr. Yuan Talenton EE PN B F i i gt
COMVONTS:

60 and 76= Permuzient inspection not present a1 the establishment.Export is required for inspection. Inspection supervision is not

manztdy.




WS QFIRTMINT OF ACUKAR 1P
FOOY SAFLIY ST MSHCTISY SINATL
WK MUY

FOREIGN PLANT REVIEW FORM

RIVICW DATE

H

MORSE BF RIVIEWER
Dr. S.P.Singh

Ram§ CF SOAEIRH OFACIAL

j(suwsmw 0. ANO WARE oy
026 : - ’ ) t Sxint Cyprien
10-26-2000 E‘24-39('»-01. ETS.Auguste Cypricn %h T
3 Frarce
. tYALUATICH
Dr.Alain Labeilic and Dz Yuan Talenton P '3 Proiont D "

CO0CS (Give an appggr-iste cade for esch teview it Tstad teoadl

B -ttt M - Mecgily Lceptatt: U - Urectoidie K = Mxtfrzend 0 - Caes ot aggle
1. CCNTANNATION CONTRAL Cross contamination prevention ”M Forasdatians &.\
04 BASIC ESTRIUSNIINT FACRATH S Equipraznt Sanitazing B A Fackaging materials S;'A
“Viater petebility tecords # 4 | Product anding nd storsge ®, | tabceatary confirmztion =
Chlorination pracedsres @ | Prodect reconditianing 7| tobet sopranats BEN
Back siphanage prevention 1% | Prodoct transportation = | speciat tebel claims N
Hand washing fscilities *a (@ ESTABUSIMINT SLUTATIN FROCRAM tnsgector moxitoring M
Sanitizers 5 | Etective maiatenance pragrac Pu | Processing schedulzs .
Establishments separatica ¥, | precparational samitation ¥y | Processing equipment o “\
Pest -ac ecidence ¥ | Operagionst sanitation "o | Brocessing cecords A
Pest contral peogram ®. | Waste Gsposal ¥, | Empty caa inspection M
" Pest contral monitaring A 2 Bstase cowTaal Fiting procedures =
Ternperature control “a | Animat ieacification Fo | Comtainer clusure eiam - u,
Lighting Yo | Antemartem inspec. procedures *o | lntesim container handling .
Operations work syacs ‘2, | Rntemarten dspositions *o | Postpeocessing kandling o
laspector wark space 3 | Humane Staughter “o | incubation proceduras - ‘
Veutiation 4 | Pastmortem iasgec. peocedures “o | Process. defect actions - plant .
Faclities sppreval S, | Postmartem dispasitions “s | Pracessing control - inspection "
Equipment apptoval . | Candemned product control ‘o $. COMPUANTEECON. FLATY CONTASL
&1 CONBETIGN OF FACKITI(S EQUIPMENT flestricted peoduct ceatral “o | Export product ideatificasion s
Over-product celings L¢ | Resuned and rawork product 4, |tnspector veditication N
CQuecpreduct equipment A 3, RESIBUE CONTROL Export certificates A
Product contact equipment ¢ | Residue program compliance “y | single standsd "
Othor peodkact senes faside} ¥y | Sampling procedures “& |inspection supervision %
Ory $tecage stess % | Residue reparting procedures “o | Contrat of security iterns >
Antemortem facilities 7, | Approval ot chemicals, atc. o | shipment security ~
Welfare facilties 7. | Storage and use of chomicals “e | Species vedtication »
Ostside premises "% « PROCESSEO IAOHCT COUTRIL “Equak ta” status “\
# PREDUCT PLOTECTION & HENDLING Pre-boning trim o |epots “
Persanal dress and habits 2 | Boneless meat reiaspection <, |uacce M
Personal hygiene practices 2% Hagredieats ideatification 2
Sanitaty deessing procedures 2o | Conteol of westricted ingredients "
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RIVIEW DATE ESTAHUSHVENT KO, AXD MAWE iy
e B - Sain¢ Cyprica
FOREIGN PLANT HEVIEW FORM . " 3 . ‘ : -
(ceverse) 10-26-2000 !24-39601, ETS. Auguste Cypricn T
France

MANE 0F FEVRWRF TNAME CF FOREIGN OFTICIAL WAATICN
Dr. S.P.Singh : D1, Alaia {abeilte and Dy Yuan Talenton Ju—— o | ].,,,.,,,,,,
COWMENTS:

17 =Candensation and dust abserved oa the over-head struceures.

19=Praduct contact surfaces-not smooth -cracks and hales poticed.

64= No inspoction of cmpey cans and lids and 0o records mainaained.

60 and71 =lnspectivn was doac oaly on exporting days,

76=1ngpectian supervision rot on monthly basis.




UG A REAER GATE ESTABUSHMENT NU, AND HAM eI
AOPKSIIN OOV Vs . Saint Sever
FOREIGN PLANT REVIEW FORM | |0 0o | 4028203, Bis Castaiog GO
o e o Do
TCODES fhiee o approqriste cadke lor 26t fevew ot Asted bekral —
A« Aeptedy M = Magindy Leoegtatie U = Uratepram K = KolRewewzs ¢ - Osesnztazgly
s m‘;‘;&nu"mmﬁ( Crgss contanindtion prevgntica V "A farmulations ”A
I BASK ESTAIUSSHMKT $4LRIUCS Equipenent Sanitizieg # A | Packaging materials d N
Veater patabitty records ¥ o | Procuct haadling 2ad stodege %o | Latioratary confirmation “
Chiodnation pracedures a, | Praduct recanditioaing * | Lotiet sppearats o N
Bark siphcnage preveation % | Preduct transpartation ¥, | Special tabal daims oy
Hand washing faclities o 6 ESTANUSHMENT SAUTATION PROCRAY Inspector manitering i “
Sanitizers ®, | Effective maintenance program =, | Processing schedules b
Estatiishments scparaton "o | Presperational sanicstion * | Pracessiay equimnent e
Pest -ae ecidence © | Operationat sanitation *4 | Pracessing records o
’;est control program o | Veaste dicooss! * | tupty can spection b
Pest control manitering &,‘ 2. OTSERS CARTROL ﬁ!ling peocedures .
Temperatuie contrel “o | toimal ideutiticatica ¥ ] Containes coswre exdm A
Lighting 3 | Antemartem inspec. precedures o ] interin coatainer handing “n
Qpecefions work sgace 20 | dnternsrtem dispesitions # . [rostprocossing handing “
inspector work space % | tiunace Staaghier “u |tcuhation praceduses “a
Ventilation Y% | Postmontem inspec. proceduces “u ] Process. defect actions - plant A
faciities approval "4} Postmoriem dispesitions “+ ] Processiog conteokt - inspacticn "
Equipment gporaval 16, | Condamnad preduct cantect “© S. COMPUGNCEECEIL FEAD CORNRAL
©F CORDITION OF FACHITIS FRUPUIERT Restricted product coateal o JExport product identification 2
@cer-product celings % | Retomed aad rework product %5 Jiaspecter vedification nr
Quovproduct eqvipment w pR—— £xport certificates LY
Fraduct contact equiment 19, | Residun rograny comytiance 4, | Singte standard o
Other peoduct avess fasife) *x | Sempling procedures “4 [spoction supervisian “a
Dry storage aeas 7% | Residue reparting procedures “, | Conteol of security Kems P
Astemoctem faciiities o | Approval of chenicals, stc. “A | Shipment security Y
Weltare faciities 33, | Sterage and use of chericals =, | Spocies verification ",t
Ovtside premises * 4 PRACESSOR PROCRKT CORTESL “Equal to” status “
3 PROGUCT PROTLCTION & MARUING Pre boning trim o [impares e
Pessanal dress and hiabits 5, | Honeless maat reinspection 2
Personal hygiene prectioss | ingredieats identification “a
Saritary dressing procedures 27 | Conteol of cestcicted ingredients "‘A

SIS FORM 95242 (1S
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FOREIGN PLANT REVIEW FORM

REGEROATE | FSTABUISHWENT D, AKD RAME
10-30-2000 | 40-282-02. Lts. Castaing

Y
Saint Sever

(reverse) COyteIRY
i France
NAME CF REVIEWER "1 rzese€ oF roRficA RIS BORUATIIN
D:.8.P.Singh De.F.Castets 3 [P [ ol I O
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Mission : International Sanitary Coordination

Sector: Multilateral Sanitary and Phytosanitary Agreements
Reference: MCSI/CR/USA/ audit FSIS10-00

Document submitted by Catherine Rogy

Mail: 84.86

catherine.rogy @agriculture.gouv.fr

Purpose: FSIS audit of meat and poultry

Paris, the 13 of July, 2001

Dear Madame Director,

~ At the end of March, I received from you the report of the audit conducted in France by the FSIS
on the inspection system of butchered meat and poultry from the 16th of October to the 8th of

November 2000.

Please find below the French comments on this report.
I. AUDIT OF THE RESIDUE PROGRAM

Results of the audit (pages 22 to 24 of the audit report)

1. On the organization of the reliable authority

a) The organizational structure in France delegates the establishment at the department level, that
which does not facilitate a uniform approach. (P.22)

France is divided into departments. In each department the state is represented by the Prefect,
under the authority of which the Director of Veterinary Services (DSV) executes the instructions
submitted by the central services of the Agricultural Ministry. This permits the establishment of
a uniform approach over the entire country of France.

Consequently, it is agreed to suppress the terms "which does not facilitate a uniform and
consistent approach to controlling residues” and to add a new term after the word
"department" to the effect of "In each department, the Director of Veterinary Services
executes under the authority of the Prefect the instructions submitted by the central
services of the Agricultural and Fishing Ministry, which has as its objective the
establishment of a uniform and coherent approach over the entire country of France.

b) The communication between departments is limited; there is not a national notification of

positive results (P. 23)
The French legislation forbids the distribution of the list of names, which does not permit

communication to all the departments of the place of origin of positive results. When a positive
result concerns an animal coming from another department, the DSV, after confirming the
sample, informs the DSV in the department of origin. On the other hand, some notes of service
present all the positive results in the country for each type of substance in their entirety.




Thus I propose to add to the end of the first paragraph the following sentence: "French
legislation forbids in fact the distribution of lists of names, which does not permit the
communication of positive results with the places of origin to all the departments.
Nevertheless, these records ( service notes) addressed to all the DSVs in France present all
the positive results in the country for each type of substance.

2- Organization of the residue plans (P. 23)

a) The serious_violations concerning the forbidden substances do not have repercussions
according to the plan. (second bullet)

When positive results which reveal the presence of illegal substances are noted, the
departmental veterinary services are instructed to send these findings to the National Brigade

of Veterinary and Sanitary Inquiry (BNEVS). The inquiries undertaken then are a matter for the
judicial domain and consequently fall under the seal of secrecy. For this reason, they are not
posted in the records. Nevertheless the number of samples provided for a subsequent review
may be modified in order to take into consideration the information gathered (for example, for
the year 2001, taking into account the amount of positive results, the number of samples taken
to ascertain the presence of chloramphenicol in poultry is greater than the European

requirements.)

In other respects, it is important to indicate that cattle are the object of an individual
identification which permits the tracing of the place where the animal was kept.

Cattle receive an individual identification number that they retain for life. This number is
registered in the Database for National Identification Numbers (BDNI), with all the movements
of the cattle from their birth until their death. This system of traceability permits the realization
of an inquiry among the ranches that had housed the animal, an inquiry that would prove
necessary in case of discovery of an abnormal presence of residues in a product coming from an

animal.

Consequently, I suggest to you to remove the sentence "Excessive violations of prohibited
compounds do not impact the level of testing in the RCP"'

b) Lack of information conceming the authorization of new medicines in the European

Community and the relation with the authorization of medicines in the United States. (third
bullet) :
The researched substances correspond to the demands of the directive EC 96/23. Each year new

analytic methods are developed by the national reference laboratories in order to permit the
extension of the field of control of the testing of residues. Establishing these analytic methods
results in an obligatory delay between the moment in which the new maximum limits of residue
are defined and the effective establishment of an examination of the residues concerned.

The approach of the European Union concerning medicinal residues used outside the
authorized field of use being the same as that of the United States, it would be suitable to

remove this bullet in its entirety.




3- Establishment of plans of residue (P.23 and 24)

a) The plan of residues in breeding does not make use of all the means available. (first bullet)
In fact, in the department audited by the American inspectors, the priority was given to the
management of the BSE during the year 2000, and did not permit the fulfillment of the request
for the plan for residues for this year.

b) The samples are collected until October to obtain the results in a timely manner. (second
bullet)

The instructions given by DGAL to the DSV recall that the plan, except if the target sample
requires it, must be put into place in the field in the fiscal year.

Nevertheless, the requirements of each department may lead the director of veterinary services to
adapt the organization of the plan. In this case, he is assured, upon analyzing the eventual
variations of the conditions of production during the course of a year, that the organization will
not bring about, a priori, some detrimental slant towards the representative nature of the

obtained results.

Otherwise, it is agreeable to underline that the observations made at the time of this audit cannot

be applied generally to the whole of the jurisdiction.

I propose to you thus to remove the last two phrases of the bullet and to replace them with
"It is necessary to indicate, however, that if each DSV can adapt the organization of the
plans in a year, it must as a preliminary measure assure itself, by analyzing the eventual
variations of the conditions of production during the course of a year, that the
organization will not bring about, a priori, some detrimental slant towards the
representative nature of the obtained results. Otherwise, according to the Agricultural
Minister, the statements made in the departments visited cannot be applied generally to

the jurisdiction as a whole."

c) In the case of positive results in prohibited substances, no investigation was initiated at the
breeding grounds, taking into account the delay of response of the laboratories. Also, there is

no communication of positive results of chloramphenicol to all the French departments. (fifth
bullet)
As mentioned above, when the results are positive for prohibited substances, the information is

communicated to BNEVS. Given that the BNEVS conducts its inquiries in collaboration with
the judicial authorities, these are conducted under the seal of secrecy (see above, point 1).

Thus, it is agreeable to insert, after the second sentence of the paragraph, a new sentence:
"When the results are positive for prohibited substances, the information is communicated
to the National Brigade of Veterinary and Sanitary Inquiries, which conducts inquiries in
collaboration with judicial authorities; these inquiries are conducted under the seal of

secrecy’

d) The reinforced controls do not exist between departments .
This remark joins the preceding point and point 1. The correlation between departments exists

for positive results of animals coming from other departments.




II. AUDIT OF THE PROGRAM OF THE LABORATORIES

Results of audit (page 30 of audit report)

1 The laboratories of Rennes and of Tulle receive the majority of samplings between
September and November. .

The instruction notes destined for DSV recalls that the samplings must not be sent more than one
month after they have been taken and must be disclosed from January to December.

2. Taleranol is not analyzed through newly developed methods of analysis.

This molecule is explicitly mentioned in the protocol of the research of most recent steroids. in
the older protocols the steroid is clearly not mentioned, but, taking into account all the
advancements, Taleranol was analyzed duning the year 2000.

Consequently, the second bullet point should be removed.

* 3. Flunixine and phenybutazone are not analyzed, the methods of research being

undeveloped. :

Currently, and in the first instance, the method of research of non-steroid anti-inflammatory
residues revolves around the development of a method concerning the derivatives of
arylpropionique acid. Once this clarification of the method is complete, other molecules will be
able to be studied. Note that community regulation 2377/90 does not define the maximum limit
of residues for phenybutazone, of which usage is only authorized on domestic carnivores and on
race horses, that is to say on animals not destined to enter into our food chain.

4. A pencil, instead of a pen, is used on the documents of analytic results. The laboratory
of Tulle does not have a correction procedure. A recommendation was made to put into
place a procedure of modification of lined out data. '

In the cadre of quality of procedure, the laboratory of Tulle had identified the point concerning
the existing cross outs on the sketch board before having made the results definitive. The
corrective actions had not yet been put into place at the time of the audit, but have subsequently

been made procedure.

5. The training of the analysts is inconsistent in the two laboratories of Tulle and Rennes.
It has been recommended to put into place a uniform method of training.

Upon the arrival of a new analyst in the laboratory, a tutorial between this analyst and a
confirmed analyst exists (control of manipulation, the obtained results, etc.) The formalization
of these practices will be integrated in the steps towards assurance of quality of the laboratories.

6. The time of confirmation of results of other laboratories is long.



It should be recalled in the notes of instruction of 2001 that the maximum delay of response is
two months for a laboratory including the necessary confirmation.

III General Conclusion (page 32 of the report)

1. Audit of residue program

The distribution of samplings is not made uniformly throughout the year, and the delay in
response of the laboratories compromises the efficacy of the program.

The instructions given for the plan for 2001 recall the obligation of putting into place a plan for
the entire year, to quickly send the samples (. one month maximum of stocking) and the
laboratories are required to give their results within two months at the most, including the

confirmation (see point 1-1a below)

2. Audit of the programs of the laboratories

The greatest weakness is the possible contamination in a laboratory of chloramphenicol, the
absence of a central procedure at the time of noted infractions in the field, and the absence of

analysis of certain molecules in the program.

Concerning the hypothesis of an eventual contamination of a departmental laboratory by
chloramphenicol, a detailed report (established on the basis of a report of the National
Reference Laboratory) has been sent to the experts on the 18th of January 2001 (copy attached).
The procedures, in the event of positive results, are defined in the notes of instructions meant
forthe DSV. As it was mentioned earlier, at the time of positive results of prohibited
substances, the information is communicated to the BNEVS. Since the BNEVS conducts its
investigations in collaboration with the judicial authorities, these investigations are conducted

under the seal of secrecy.

Finally, concerning the different substances cited by the experts, taleranol is well researched,
and there are no developed methods at this time for the two non-steroid anti-inflammatories

cited.
I would be very grateful if you would excuse the tardiness of the delivery of our remarks.

Yours, faithfully,
Deputy Director General
Isabelle CHMITELIN




Director General of Food
Deputy Director of health and the protection of animals

Office of Veterinary Pharmacy and Animal Nourishment
Reference: PSA/NL #0105
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Purpose: Audit by experts of FSIS
The Minister of Agriculture and Fishing

to

The Agricultural Counsel to theEmbassy
of France.
PEE/ Agricultural Service
4101 Reservoir Road, NW
Washington, DC, 20007-2173
United States

An audit of the system of control of residues has been conducted by the American experts of
the FSIS in October, 2000. These experts have submitted the hypothesis that there was a
contamination of samples within the laboratory of Ille-et-Vilaine (LVD 35), issued by the
national reference laboratory in order to explain the positive results in the analysis of
Chloramphenicol. You had asked me to send you the conclusions of the Research Laboratory on
Veterinary Medicines and Disinfectants of the French Agency of Sanitary food Security (AFSSA-

LERMVD).

Two samplings of poultry meat revealed themselves positive in the detection (by LVD 35)
and in the confirmation (by the LERMVD) of Chloramphenicol. Nevertheless, at the time of the
dispatch of the results of the analysis and confirmation to the director of Veterinary Services of
Morbihan the LERMVE had some reservations as to the actual presence of Chloramphenicol in

the muscles of the poultry.

In fact, the results obtained are the following: In a series of 12 samplings found positive in
the detection at LVD 35, only the two samples which arrived at LERMVD already ground had
been confirmed positive. For the other 10 samplings, confirmed as negative at LERMVD, it is
in fact the remaining initial samplings which are not ground that had been transmitted to the
LERMVD. On the basis of these results, the LERMVD had contacted, by telephone, the service
concerned at LVD 35 for discussion. It has nevertheless not been possible to find an explanation

for this coincidence.



It can however be supposed that LVD 35 only had one sampling of a small amount of
muscle. Taking into account the modes of grinding, it is the total sample that had to be ground.
The separation of the part destined for analysis in the sampling, and the part destined for an
eventual confirmation only took place afterwards. A contamination at the time of the grinding
phase could thus explain the positive results at the time of the sampling and confirmation. This
is the reason for the reservations expressed by the LERMVD as to the actual presence of
Chloramphenicol in the initial sampling, insofar as the confirmation had not been established in
the original sampling but in a transformed sampling.

However, the LVD 35 specifies that the grinding of the sample and the beginning of the
analytical test were separated by several hours, which leads us to believe that contamination

within the laboratory is very unlikely.

| In order to reinforce its belief in the fallibility of the results of the control, the General
Director of Food is taking the following measures to put into place the plans of control of
chemical residues in animal products in 2001.

First, the instructions sent to the departmental veterinary services will insist on the necessity
to take a sufficient amount of tissue for sampling; in particular the samplings of muscle taken
from poultry, rabbits and small game will henceforth be 50 grams instead of 30 grams.

Second, routine laboratories will be reminded that they must not manipulate in any way the
sample not yet treated for analysis and detection.

The LERMVD adds that to the scientific plan, the principal criterion of a method of
detection is the rate of false-negatives, which should be the weakest, the rate of false positives
being of less importance because, compensated by the method of confirmation of which the
principle is, in general very different. It is the case in France for the research of residues of
Chloramphenicol: the method of detection by CLHP detects Chloramphenicol in UV to 278 mn
for a given retention time (Tr). But diverse indigenous substances can present a neighboring Tr
and absorb the light towards 278nm, giving a peak of absorption on the chromatograph such as
Chloramphenicol. Each sampling presents such a peak must then be analyzed by a method using
a specific and univocal system of detection, which in the case of prohibited substances such as _
Chloramphenicol is the mass spectrometer. This specific technique only confirms positive
results for samplings actually containing Chloramphenicol, because it is based on the measure of
the mass of molecules and the division of masses of fragments obtained after the breaking of the
chemical structure of the molecule. This combined information is completely specific to the
molecular structure of the substance being studied.

This being the case, the evolution of laboratory equipment permits us to envisage as early as
next year a direct study of residues of Chloramphenicol with a detection by a mass spectrometer
(associated with the gas chromatograph) which should avoid the problem of false positives
associated with some substances.



Director General CVO
Isabell Chmitelin
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