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ABBREVIATIONS AND SPECIAL TERMS USED IN THE REPORT

CCA Central Competent Authority [Direciion Géneérale de
[’Alimentacion, or General Food Directorate]

DGAL Direction Générale de I'Alimentacion, or General Food Directorate

DSV Départementale Service Veterinaire, Veterinary Service of the
Département, equivalent to a Regional Office

DDSV _ Director of the DSV

E. coli Escherichia coli

FSIS Food Safety and Inspection Service

PR/HACCP Pathogen Reduction / Hazard Analysis and Critical Control Point
Systems

OIA Office of International Affairs

SSOP Sanitation Standard Operating Procedures

VEA European Community/United States Veterinary Equivalence
Agreement



1. INTRODUCTION
The audit took place in France from October 9 through November 14, 2002.

An opening meeting was held on October 9, 2002 in Paris with the Central Competent
Authority (CCA), the Direction Genérale de I'4limentacion (DGAL), or General Food
Directorate. At this meeting, the auditor confirmed the objective and scope of the audit,
the auditor’s itinerary, and requested additional information needed to complete the audit

of France’s meat and poultry inspection system.

The auditor was accompanied during the entire audit by representatives from the CCA
and/or representatives from the regional and local inspection offices.

2. OBJECTIVE OF THE AUDIT

The objective of this audit was twofold. This was a routine annual audit to evaluate the
performance of the CCA with respect to controls over the slaughter and processing
establishments certified by the CCA as eligible to export meat products to the United
States. It was also a follow-up audit to assess the status of corrective actions taken as a

result of deficiencies identified during the previous FSIS audit of France s meat and
poultry inspection system, conducted in April 2002.

In pursuit of the objective, the following sites were visited: the headquarters of the CCA,
three Départementale Services Vererinaires (DSV) inspection offices (equivalent to
Regional Offices), three laboratories performing analytical testing on United States-
destined product, one swine slaughter and cutting establishment, one poultry slaughter
and processing establishment, and seven other meat and/or poultry processing

establishments.

Competent Authority Visits Comments
Competent Authority Central 2

Département 3

Local 9 Establishment level
Laboratories 3
Meat Slaughter and Processing Establishments 1
Meat and Poultry Processing Establishments 2

Poultry Slaughter and Processing Establishments ' 1

Poultry Processing Establishments ’ 5

wn



3. PROTOCOL

This on-site audit was conducted in four parts. One part involved visits with CCA
officials to discuss oversight programs and practices, including enforcement activities.
The second part involved an audit of a selection of records in France’s inspection
headquarters or regional offices. The third part involved on-site visits to nine
establishments: two slaughter and processing establishments and seven processing
establishments. - The fourth part involved visits to one government laboratory, one public
microbiology laboratory, and one private microbiology laboratory. The Laboratoire
Deépartemental d' Analyses du Morbihan was conducting analyses of field samples for the
presence of Salmonella species. The laboratory in Establishment 56-091-01 (Olympig)
was conducting analyses of field samples for the presence of generic Escherichia coli (E.
coli). The Laboratoire Départemental Vétérinaire du Finistére was conducting analyses
of field samples for France’s national residue control program.

Program effectiveness determinations of France’s inspection system focused on five areas
of risk: (1) sanitation controls, including the implementation and operation of Sanitation
Standard Operating Procedures, (2) animal disease controls, (3) slaughter/processing
controls, including the implementation and operation of HACCP programs and the testing
program for generic E. coli, (4) residue controls, and (5) enforcement controls, including
the testing program for Sal/monella species. France’s inspection system was assessed by
evaluating these five risk areas.

During all on-site establishment visits, the auditor evaluated the nature, extent and degree
to which findings impacted on food safety and public health. The auditor also assessed
how inspection services are carried out by France and also determined if establishment
and inspection system controls were in place to ensure the production of meat products

that are safe, unadulterated and properly labeled.

During the opening meeting, the auditor explained to the CCA that their inspection
system would be audited in accordance with three areas of focus. First, under provisions
of the European Community/United States Veterinary Equivalence Agreement (VEA),
the FSIS auditor would audit the meat inspection system against European Commission
Directive 64/433/EEC of June 1964; European Commission Directive 96/22/EC of April
1996; and European Commission Directive 96/23/EC of April 1996. These directives
have been declared equivalent under the VEA.

Second, in areas not covered by these directives, the auditor would audit against FSIS
requirements. These include daily inspection in all certified establishments when U.S.-
eligible production is conducted, humane handling and slaughter of animals, the handling
and disposal of inedible and condemned materials, species verification, and FSIS’
requirements for HACCP, SSOP’s, and testing for generic E. coli and Salmonella species.

Third, the auditor would audit against any equivalence determinations that have been
made by FSIS for France under provisions of the Sanitary/Phytosanitary Agreement.
Currently, the following equivalence determinations have been made for France:



France uses ISO 6579 to analyze for Salmonella.

France suspends an establishment’s eligibility 1o export the first time it fails to meet a
performance standard.

4. LEGAL BASIS FOR THE AUDIT

The audit was undertaken under the specific provisions of United States laws and
regulations, in particular:

The Federal Meat Inspection Act (21 U.S.C. 601 et seq.).

The Federal Meat Inspection Regulations (9 CFR Parts 301 to end), which include the
Pathogen Reduction/HACCP regulations.

The Poultry Products Inspection Act (21 U.S.C. 451 et seq.) and

The Poultry Products Inspection Regulations (9 CFR Part 381)

In addition, compliance with the following European Community Directives was also
assessed:

Council Directive 64/433/EEC, of June 1964, entitled “Health Problems Affecting
Intra-Community Trade in Fresh Meat”

Council Directive 96/23/EC, of 29 April 1996, entitled “Measures to Monitor Certain
Substances and Residues Thereof in Live Animals and Animal Products”

Council Directive 96/22/EC, of 29 April 1996, entitled “Prohibition on the Use in
Stockfarming of Certain Substances Having a Hormonal or Thyrostatic Action and of

B-agonists”

5. SUMMARY OF PREVIOUS AUDITS

Final audit reports are available on FSIS” website at www.fsis.usda.gov/ofo/tsc.

The following concerns arose as a result of the FSIS audit of France’s inspection system
conducted in May 2001:

¢
14

Daily inspection coverage was not provided in processing establishments.
Boneless meat re-inspection and associated record keeping was not carried out in
those establishments where it was required.

HACCP implementation deficiencies were found in six of the 18 establishments

whose records were reviewed.
SSOP implementation deficiencies were found in six of the 18 establishments whose

records were reviewed.



¢ Documented supervisory visits were not performed in some establishments during
months when U.S.-eligible product was produced, as required.

The following concemns arose as a result of the FSIS audit of France’s inspection system
conducted in April 2002:

¢ HACCP implementation deficiencies were found in 16 of the 18 establishments
. whose records were audited. This was a repeat finding.
¢ SSOP implementation was deficient in eight of the 18 establishments whose records
~ were audited. This was a repeat finding.

¢ Lighting was inadequate at post-mortem inspection stations in three of the four
slaughter establishments audited.

+ Pest control was inadequate in four establishments.

¢ Maintenance and cleaning of over-product equipment was neglected in eight
establishments.

+ Pre-operational cleaning of product-contact equipment was inadequate in five
establishments.

¢ Product-contact equipment was stored under insanitary conditions in four
establishments.

¢ In two of the three swine slaughter establishments whose E. coli testing programs
were evaluated, statistical process control methods had not been developed, as
required, to evaluate the results (both had been selected for document audits only).

¢ Alternate laboratory methodologies were being used on U.S.-eligible product for
testing for generic E. coli and Salmonella species that had not been submitted to the
Office of International Affairs (OIA) in advance for equivalence determination.

¢ Some field inspection personnel in positions of responsibility for U.S.-listed
establishments had not had formal HACCP training.

Regarding the daily inspection coverage deficiency, although considerable
misunderstanding regarding this requirement had persisted after the 2001 audit, it was
resolved by teleconference shortly before the April 2002 audit began, and the FSIS
auditor found, during the April 2002 audit, that (nearly) all the field personnel now
understood the requirement, and it was being implemented.

6. MAIN FINDINGS

6.1 Legislation

The auditor was informed that the relevant EC Directives, determined equivalent under
the VEA, had been transposed into France’s legislation.



6.2 Government Oversight
6.2.1 CCA Control Systems

Mainland France is divided into 22 Regions, and these Regions are in turn divided into 96
Départements (there are also four overseas Départements). Each has a Director of
Veterinary Services (Directeur du Départementale Services Veterinaires, or DDSV).
Each of these Directors is a veterinarian, employed by the government, and is a sworn-in
officer (as are all inspection staff); his/her testimonies have high value in court
proceedings. Each Director has two deputies, one in charge of animal health and welfare,
and the other in charge of food safety procedures from farm to table. The latter
coordinates the inspection programs within the Département regarding all the approved
meat and poultry slaughter and processing establishments therein. According to the
volume of activity within the Département, the deputy has other colleagues who work
with him/her and report to him/her; these make up the Food Safety Service within the
Département. These are either veterinary officers or technical assistants with specific
public health training. Larger Départements are divided into districts, each of which is

under the supervision of a Veterinary Officer.

There are six Interregional Inspectors General (IIG’s), each of whom oversees several of
the 22 Regions. These individuals form an intermediate step in the chain of command
between DGAL headquarters and the Départements. A monthly coordination meeting
between the IIG’s and the DGAL Director General is held in Paris. The IIG’s also
organize meetings with the DDSV’s in their assigned regions. A new Directive has
recently been signed that will promote the DDSV in the capital city of each Region to the
position of Regional Coordinator, with responsibility to coordinate the activities of the

DDSV’s in the Region.

Within France’s Department of Agriculture there is a special Standing Committee for
Inspection Coordination that can dispatch a team of specialists consisting of members of
the two General Councils, including Veterinary Public Health Inspectors and, if needed,
economists and/or Public Works officials, into any Region or Département for special
inspections and/or nvestigations.

6.2.2 Ultimate Control And Supervision

The process for initial establishment certification is as follows: when the management
officials of an establishment wish to be certified by DGAL as eligible to export to the
United States, the first step is to approach the DDSV for instructions on how to achieve
compliance with the requirements. The DDSV then sends special inspectors to explain
the requirements in detail and to assess the establishment’s capability for achieving
compliance. The management officials then work to implement the requirements. When
they feel confident the process is complete, they notify the DDSV. (If this is to be the
first establishment within a Déparrement to request certification for U.S. eligibility, the
DDSV will consult experienced experts from DGAL headquarters and the Regional
Coordinator, who is an authority on FSIS requirements.) The DDSV or his’her deputy in



charge of food hygiene then conducts an in-depth, on-site audit of all aspects of the
facilities, operations, and controls, and submits a complete report to DGAL headguarters.
The report 1s thoroughly reviewed by the Head Veterinary Inspector in Charge of Meat
Establishments and, if all aspects of the contents of the report are in compliance with
FSIS requirements, the establishment is granted certification for eligibility for access to
the U.S. market, and FSIS is notified of the new certification.

New official inspection guidelines are issued by DGAL headquarters in Paris. These are
provided by fax, e-mail, and intranet to the regional offices (Départements) and, through
them, to the interested field personnel and, if appropriate, also to establishment and/or
laboratory management officials.

Reviews of local level programs are performed by the Chief Veterinary Inspector from
the DSV office and the Chief of the Subdivision (Circumscription) for the Département.
The FSIS auditor verified that one of the latest of the reports generated from these
reviews included documented review of the HACCP and SSOP programs in the U.S.-

listed establishment.

In the event that a supervisor notes a deficiency in an inspector’s performance, it is
documented with a Fiche d’'Anomalie (Anomaly Form). One copy goes to the inspection
official whose performance was deficient; one form stays with the DSV Quality
Assurance Manager in the regional office.

With two exceptions, all DGAL officials in positions of authority in U.S.-eligible
establishments are full-time employees of DGAL. It is possible, in the current French
system, for veterinarians in large-animal private practice to be hired for part-time work in
export slaughter facilities, including ante-and post-mortem inspection. This is the case in
two establishments certified for U.S. export:

¢ In one swine slaughter establishment, the Veterinary Inspector-In-Charge works
approximately half the time in the establishment, and the rest of the time in private
large-animal practice, although not involving swine.

¢ In one other swine slaughter establishment, the Veterinary Inspector-In-Charge works
approximately half the time in the establishment, and the rest of the time in private
large-animal practice, which does involve swine, although he reported that 1t would
be rare that an animal that he had seen professionally in the course of his practice
would be presented for slaughter at this facility.

In both establishments, while these veterinarians are performing inspection-related duties
in the U.S.-eligible establishments, their services are reimbursed totally by DGAL, and
their training and responsibilities are identical with those of all full-time DGAL

emplovees.
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6.2.3 Assignment of Competent, Qualified Inspectors

Allocation of full-time personnel to work in establishments in which inspection is not
permanent (processing facilities, cold stores) is the responsibility of the Deputy Director
in charge of Food Safety, the assignment of inspection personnel to those facilities

~ requiring full-time coverage is performed by DDSV in the Département.

The performance of field veterinarians and inspectors is evaluated by their supervisors,
who, in establishments eligible to export to the U.S., are the internal reviewers. Their
evaluations are reported orally to the respective DDSV, who files his notes on their
remarks. Field employees are rated annually by the DDSV in the Départements, based
upon recommendations by the employees’ direct supervisors, except in those (smaller)
Départements in which they are supervised directly by the Director.

6.2.4. Authority and Responsibility to Enforce the Laws

A

DGAL has the authority and the responsibility to enforce U.S. requirements. A copy of
the PR/HACCP regulations is present at each establishment certified for U.S. export. The
internal reviewer uses this to evaluate the establishments’ programs.

6.2.5. Adequate Administrative and Technical Support

DGAL has adequate administrative and technical support to operate France’s inspection
system, and has the resources and ability to support a third-party audit.

6.3 Headquarters Audit

The auditor conducted a review of inspection system documents at the headquarters of the
inspection service and in two DSV offices. The records review focused primarily on food
safety hazards and included the following:

e Internal review reports.

e Supervisory visits to establishments that were certified to export to the U.S.

e Training records for inspectors and laboratory personnel.

e New laws and implementation documents such as regulations, notices, directives
and guidelines.

Sampling and laboratory analyses for residues.

Sanitation, slaughter and processing inspection procedures and standards.

e (Control of products from livestock with conditions such as tuberculosis,
cysticercosis, etc., and of inedible and condemned materials.

o Export product inspection and control including export certificates.

e Enforcement records, including examples of criminal prosecution, consumer
complaints, recalls, seizure and control of noncompliant product, and withholding,
suspending, withdrawing inspection services from or delisting an establishment
that is certified to export product to the United States.

No concerns arose as a result of the examination of these documents.
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7. ESTABLISHMENT AUDITS

The FSIS auditor visited a total of nine establishments—itwo slaughter-and-processing
establishments and seven processing establishments. None were delisted by France.
Three received notification in writing from DGAL that corrective actions must be
implemented within 30 days because of deficiencies in the implementation of
requirements for PR/HACCP programs and/or SSOP. These establishments may retain
their certification for export to the United States provided that they correct all deficiencies
noted during the audit within 30 days of the date the establishment was audited.

At the time this audit was planned, there were 23 establishments certified as eligible to
export to the United States. Eleven of these were selected at random for on-site reviews
and one more was added because of a re-review evaluation during the previous FSIS
audit. After France was notified of the impending audit by FSIS, and before the audit was
scheduled to begin, the management officials of five of these (Establishments 22-093-01,
24-520-05, 29-027-01, 29-097-01, and 32-147-23) voluntarily requested their removal
from the list of certified establishments, and FSIS was notified of their delistment (one of
these was the establishment included because of the previous re-review evaluation).
Other establishments were added to the list to be audited. Also, France requested that
another establishment that had been delisted as a result of the FSIS audit in April 2002,
be included in the audit schedule; FSIS agreed. While the audit of France was in
progress, the management of one other establishment that was scheduled for audit (Est.
47-157-03) also requested delistment for U.S. eligibility.

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS

During laboratory audits, emphasis is placed on the application of procedures and
standards that are equivalent to United States requirements.

Residue laboratory audits focus on sample handling, sampling frequency, timely analysis
data reporting, analytical methodologies, tissue matrices, equipment operation and
printouts, detection levels, recovery frequency, percent recoveries, intra-laboratory check
samples, and quality assurance programs, including standards books and corrective

actions.

Microbiology laboratory audits focus on analyst qualifications, sample receipt, timely
analysis, analytical methodologies, analytical controls, recording and reporting of results,
and check samples. If private laboratories are used to test United States samples, the
auditor evaluates compliance with the criteria established for the use of private
laboratories under the FSIS Pathogen Reduction/HACCP requirements.

The following laboratories were audited:

e The Laboratoire Départemental d' Analyses du Morbihan, a public laboratory, was
conducting analyses of field samples for the presence of Salmonella species.

e The private laboratory in Establishment 36-091-01 (Olympig) was conducting
analyses of field samples for the presence of generic Escherichia coli (£. col).



@ The Laboraioire Départemental Verérinaire du Finistére, in Quimper, a public
laboratory owned by the Conseil Général of the Département, was conducting
analyses of field samples for France’s national residue control program.

The findings in these laboratories will be discussed in Section 11.3 (Testing for generic £.
coli), 12 (Residue Controls), and 13.2 (Testing for Salmonella species) of this report.

9. SANITATION CONTROLS

As stated earlier, the FSIS auditor focuses on five areas of risk to assess France’s meat
and poultry inspection system. The first of these risk areas that the FSIS auditor reviews

is Sanitation Controls.

Based on the on-site audits of establishments, and except as noted below, France’s
inspection system had controls in place for SSOP programs, all aspects of facility and
equipment sanitation, the prevention of actual or potential instances of product cross-
contamination, good personal hygiene practices, and good product handling and storage

practices.

In addition, and except as noted below, France’s inspection system had controls in place
for water potability records, chlorination procedures, back-siphonage prevention,
separation of operations, temperature control, work space, ventilation, ante-mortem
facilities, welfare facilities, and outside premises.

9.1 SSOP

Each establishment was evaluated to determine if the basic FSIS regulatory requirements
for SSOP were met, according to the criteria employed in the United States’ domestic
inspection program. The SSOP in the nine establishments were found to meet the basic
FSIS regulatory requirements, with the following deficiencies:

¢ In one establishment, there was complete documentation of both pre-operational and
operational sanitation activities, and preventive measures only on days during which
U.S.-eligible production was conducted (about twice per month). During other
production days, pre-operational problems and corrections were documented, but
documentation of routine operational sanitation activities was minimal, unless major
problems were identified. The establishment management personnel gave assurances
that the daily documentation would be improved, and DGAL officials gave assurances

that they would verify this.

¢ In one establishment, the dropped-meat reconditioning procedure was not part of the
written SSOP. The manager gave assurances this would be corrected promptly.



9.2 EC Directive 64/433

In five establishments, the provisions of EC Directive 64/433 were effectively
implemented. In the four establishments with deficiencies, the specific deficiencies are
noted in the attached individual establishment reports.

10. ANIMAL DISEASE CONTROLS

The second of the five risk areas that the FSIS auditor reviews 1s Animal Disease
Controls. These controls include ensuring adequate animal identification, control over
condemned and restricted product, and procedures for sanitary handling of returned and
reconditioned product. The auditor determined that France’s inspection system had
adequate controls in place. No deficiencies were noted.

There had been no outbreaks of animal diseases with public health significance since the
last FSIS audit.

11. SLAUGHTER/PROCESSING CONTROLS

The third of the five risk areas that the FSIS auditor reviews is Slaughter/Processing
Controls. The controls include the following areas: ante-mortem inspection procedures,
ante-mortem disposition, humane handling and humane slaughter, post-mortem
inspection procedures, post-mortem disposition, ingredients identification, control of
restricted ingredients, formulations, processing schedules, equipment and records, and
processing controls of cured, dried, and cooked products.

The controls also include the implementation of HACCP systems in all establishments
and implementation of a testing program for generic £. coli in slaughter establishments.

11.1 Humane Handling and Humane Slaughter

The following deficiency was noted:

¢ In the swine slaughter establishment, the drover was observed to make excessive use
of the electric prod. The audit leader (the DGAL internal reviewer) identified the
problem immediately and ordered that he be replaced by another drover, and stayed in
the area to verify that this was done before stunning operations were allowed to

continue.

11.2 HACCP Implementation

All establishments approved to export meat products to the United States that conduct
slaughter and/or processing operations are required to have developed and adequately
implemented a HACCP program. Each of these programs was evaluated according to the
criteria emploved in the United States” domestic inspection program.
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The HACCP programs were reviewed during the on-site audits of the nine
establishments. Six establishments had adequatelv implemented the PR'-HACCP
requirements. In the other establishments, the following deficiencies were identified:

¢ Inone establishment, some hazards had not been considered at all steps when
developing the HACCP plan. This oversight had already been identified by the
establishment management, and correction was programmed within the next two

months.

¢ In one establishment, there were written procedures for the foreman to check
compliance with the requirement for absence of fecal contamination, but there was
not a written procedure for monitoring the effectiveness of the CCP. The
establishment management gave assurances this would be included in the written
HACCEP plan before any U.S.-eligible production is resumed.

¢ In the establishment audited for adequacy of corrective actions after having been
found unacceptable during the April 2002 audit, corrective actions were not
adequately described in the HACCP plan, although preventive measures were
described thoroughly. Also, there were written procedures for the foreman to check
compliance with the requirement for absence of fecal contamination, but there was
not a written procedure for monitoring the effectiveness of the CCP. The
establishment management gave assurances that this would be included in the written
HACCEP plan and implemented before any U.S.-eligible production is resumed.

11.3 Testing for Generic E. coli
France has adopted the FSIS regulatory requirements for testing for generic £. coli.

Two of the nine establishments audited were required to meet the basic FSIS regulatory
requirements for testing for generic E. coli and were evaluated according to the criteria

employed in the United States’ domestic inspection program.

Testing for generic E. coli was properly conducted in both of the slaughter
establishments; however, the methods used for analyzing the results of the testing were

not those required by FSIS:

¢ In the swine slaughter establishment, statistical process control methods had not been
developed, as required when the sponge-sampling method is used, to evaluate the
results of testing for generic E. coli. Instead, the criteria developed only for the
excision method had been adopted. The auditor explained how a statistical process
control may be developed, and provided an example. The establishment management
officials gave assurances this would be corrected immediately, and the DGAL
officials gave assurances that they would verify compliance.

¢ In the poultry slaughter-and-processing establishment audited for adequacy of
corrective actions after having been found unacceptable during the April 2002 audit,
the criteria being used for evaluating the results of the £. coli testing in ducks were

o
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those reserved for chickens; the DGAL officials explained that this was aresult of a
misunderstanding of information (as a result, this was not seen as a deficiency for the
purposes of this audit for compliance for re-certification for U.S.-eligibility). The
FSIS auditor of this current audit corrected the misinformation, and the establishment
management gave assurances that a statistical process control procedure would be
developed and implemented before U.S.-eligible production will begin.

11.4 Other FSIS Requirements

In the three establishments producing ready-to-eat products, testing programs for the
control of Listeria monocyrogenes had been developed and implemented.

11.5 EC Directive 64/433

In the two slaughter establishments audited, the provisions of EC Directive 64/433 were
effectively implemented.

12. RESIDUE CONTROLS

The fourth of the five risk areas that the FSIS auditor reviews is Residue Controls.

DGAL headquarters notifies the Director in each Département how many samples for
each residue category are to be collected over the course of the year. Each Director then
is responsible for requesting samples from each slaughter establishment to fulfill the
sampling plan, including directions for the weeks during which samples should be taken.
The Veterinary Inspector in charge of each slaughter establishment formulates a plan for

the actual days on which the samples are to be collected.

The Laboratoire Départemental Vétérinaire du Finistére, in Quimper, was audited. This
is a public laboratory owned by the Conseil Général of the Département. Field samples
are analyzed for chlorinated hydrocarbons (including PCBs), antibiotics,
chloramphenicol, organophosphates, heavy metals, and hormones. Screening testing is
done at this laboratory. Only qualitative analysis (presence/absence) is done for
chloramphenicol and hormones; any samples showing positive results are sent to other
laboratories for confirmatory testing. Quantitative analysis is done on the other
compounds. Results that are less than half the maximum (acceptable) residue limit
(MRL) are considered negative. Samples that yield results that are greater than half the
MRL are submitted to other laboratories for confirmation. Confirmation of pesticides
and heavy metals is performed at the AFSSA laboratory in Paris, antibiotics and
chloramphenicol at the AFSSA laboratory in Fougéres, and hormones at the Laberca

laboratory at the veterinary university in Nantes.

12.1 EC Directive 96/22

In the Laboratoire Départemental Vétérinaire du Finistére, in Quimper, the provisions of
EC Directive 96/22 were effectively implemented.



12.2 EC Directive 96,23

In the Laboratoire Départemental Vétérinaire du Finistére, in Quimper, the provisions of
EC Directive 96/23 were effectively implemented.

12.3 Other FSIS Requirements

The following deviations from the usual FSIS expectations were noted:

¢ DGAL requires turnaround times of not more than two months. In practice, according

_ to information provided during the laboratory audit, turnaround times for antibiotics
are less than one month and for pesticides, heavy metals, and hormones, between one
and two months. This meets the expectations of the European Commission. During
the audit of the regional office of the Département the same afternoon as the audit of
the residue laboratory, however, records for analyses completed since January 2002
were examined. No results had yet been noted for samples collected 12 weeks
previously for heavy metals and 13 weeks previously for hormones. (The samples, it
was noted, had been taken according to the schedule.)

However, since turnaround times for residue testing are not covered under the VEA,
FSIS requirements apply: FSIS expects turnaround times of 30 days from sample
receipt in the laboratory to completion of analysis.

13. ENFORCEMENT CONTROLS

The fifth of the five risk areas that the FSIS auditor reviews is Enforcement Controls.
These controls include the enforcement of inspection requirements and the testing

program for Salmonella.

Inspectors-In-Charge have the authority to place on hold any products produced under
conditions that are out of compliance with U.S. requirements. They report their findings
to the Director of Veterinary Services in the Départements, who, in turn, has the authority
to suspend production. On the basis of information provided by the Director of
Veterinary Services, export certification can be withdrawn (an establishment delisted) by
the Head of DGAL’s Food Safety Subdirectorate. The following enforcement actions
have been taken by DGAL since the last FSIS audit in April 2002:

e Subsequent to the FSIS audit of documents from Est. 32-147-23, in April 2002,
compliance with requirements was closely followed by DGAL. It was determined
that corrections in response to deficiencies identified were not adequate, and the
establishment was delisted by DGAL on October 1, 2002.

Est. 53-097-01, a swine slaughter establishment, was suspended 1n March 2002 due to
one failure to meet Salmonella performance standards. Three subsequent tests
resulted in three failures; the establishment was delisted by DGAL on September 17,

2002.

b



@ Est. 46-102-04 was suspended before the scheduled FSIS audit in April 2002 for lack
of controls in separation of U.S.-eligible and non-U.S.-eligible product received from
other establishments, and was audited as scheduled at the request of DGAL. The
audit went well, but DGAL followed up on deficiencies for which they had imposed
deadlines; these deadlines were not met, and the plant was delisted by DGAL as a
result of a report sent by the DSV on September 16, 2002, FSIS was notified on
September 19.

All batches and lots of products eligible to enter the U.S.-export chain are checked by the
inspection personnel, all documents pertaining to these products are reviewed, and no
export certificates are signed during periods of an establishment’s ineligibility for U.S.
export. Also, all other establishments are informed immediately when eligibility of a
supplying establishment is revoked or suspended. The auditor confirmed in the field that

this system was in place.

Noncompliance in establishments certified for U.S. export is reported directly to the
Director of the Département. All products in transit will be recalled through a well-
developed alert system that may involve the press. If criminal activities are involved, the
findings are reported to the Director of the Département. As soon as DGAL headquarters
in Paris receives notification from the Director of a Département that an establishment
has been found to fail to meet U.S. requirements, delistment of the noncompliant
establishments is ordered by the CVO, and a letter to FSIS is sent by the CVO to the
Counselor for Agriculture in the French Embassy in Washington, DC, who then informs
FSIS. A copyis also sent to the Agricultural Minister-Counselor in the American
Embassy in Paris. This may take from a few days up to a maximum of two weeks; in the
meantime all product produced by the establishment is excluded from any possibility of
entering the U.S.-eligible export chain.

All DGAL veterinarians and inspectors have the authority to seize any product they deem
may be potentially harmful to human health. Establishments may appeal the seizure, but,
in the memory of those participating in the interview at DGAL headquarters, no such
appeal has ever resulted in release of the product. The affected product is destroyed

under DGAL supervision.

Consumer complaints regarding food usually go directly to the Quality Control services
in the establishments of origin, but occasionally some may go to the Veterinary Services
Director of the Département and/or to DGAL headquarters. If product recall actions are
necessary, they are initiated by the establishment and, if indicated, by DGAL in concert
with the Department of Health and, if necessary, also by the Agency for Fraud
Operations. If the plant is unable to prove it can recall all affected product or if the
product is contaminated heavily or with an organism of serious public-health concern or
widely dispersed, the DGAL administration takes control, informs all Déparrement and
field inspection personnel, and will involve the national and local news media.



13.1 Daily Inspection in Establishments

FSIS requires inspection coverage in all slaughter and processing establishments on davs
when U.S.-eligible production is conducted.

+ Inone establishment, the DGAL inspection staff was not informed in advance of
production for U.S.-export on August 7 and 8, 2002. The internal reviewer (the
Director of Veterinary Services [DSV] in the Département), during his next visit to
the establishment, provided the establishment management with a reiteration, in
writing, of the requirement for daily inspection coverage whenever U.S.-eligible
product is produced. The DGAL headquarters officials learned, on the day that the
exit meeting for this audit was held in Brussels (November 14, 2002), that two
shipments of product that had been produced on the days when there was no
Inspection coverage, were shipped to the U.S., one (85 kg) on August 21, 2002, and
another (60 kg) on October 3. DGAL proposed initiating a recall of all affected
product and informing FSIS in writing of the results of the recall procedure, as soon

as they are available.

13.2 Testing for Salmonella Species

France has adopted the FSIS regulatory requirements for testing for Salmonella species
with the exception of the following equivalent measure(s):

e France uses the ISO 6579 method to analyze for Salmonella.
e France suspends an establishment’s eligibility to export the first time it fails to meet a

performance standard.

One of the eight establishments audited was required to meet the basic FSIS regulatory
requirements for Salmonella testing and was evaluated according to the criteria employed

in the United States’ domestic inspection program.

¢ Testing for Salmonella species was properly conducted in the establishment; however,
the laboratory audited for Salmonella testing compliance was using a different
(recently updated) method, NF-EN-12824, that had not been submitted to OIA
advance for an equivalence determination. During the exit meeting in Paris, the
DGAL officials gave assurances that they would ensure that the ISO 6579 method
will be used until the new method has been recognized as equivalent.

13.3 Species Verification

At the time of this audit, France was required to test product for species verification.
Species verification is being performed, although not at the establishment level, and not
by DGAL. Extensive testing is done at the retail level by the agency that investigates
fraud in commerce. DGAL agreed to provide all necessary information regarding the
species verification program to OIA for equivalence determination.



13.4 Monthly Reviews

FSIS requires documented supervisory visits by a representative of the foreign inspection
system, no less frequently than one such visit per month to each establishment certified,
during periods when the establishment is engaged in producing products for exportation

to the United States.

A yearly review is conducted of all the Départements, usually by the Directors of the
Départements. In the U.S.-certified establishments, monthly reviews are conducted by
the supervisors of the in-plant inspection personnel. Performance of field inspection
personnel is also evaluated, but the results are not part of the routine monthly reports, and

are not routinely documented.

If non-compliances are identified during the course of a routine monthly review, the
inspection official responsible for the establishment have the primary responsibility for
ensuring that corrective actions are effective within a defined period of time, according to
the severity of the noncompliance; the monthly reviewers also follow up on the
corrections. In serious cases, the central authority also would conduct follow-up

procedures.

A copy of the PR/HACCP regulations is present at each establishment certified for U.S.
export. This document is used to evaluate the establishments’ programs.

Copies of the monthly reports are distributed to the Veterinary Inspector-In-Charge and to
the establishment manager, and a copy is filed in the Département office.

Until the FSIS audit of France in April 2002, the DGAL officials had understood
(incorrectly) that FSIS requirements were met if the DGAL official assigned to a cutting
or processing establishment visited that establishment at least once per month. All field
personnel were informed of the requirement for monthly supervisory reviews in May

2002.

During this audit it was found that, as of June 2002, monthly supervisory reviews of
certified establishments were being performed and documented as required, during
months in which U.S.-eligible production was conducted, with the following exceptions:

o In each of two establishments, one required monthly review had not been performed.
In both establishments, the Veterinary Inspectors-In-Charge had been present on U.S.-

eligible production days.

Copies of the records of audited plants are kept in the establishments and in the
departmental headquarters; all are archived indefinitely.



13.5 Inspection System Controls

The CCA had controls in place for ante-mortem and post-mortem inspection procedures
and dispositions; restricted product and inspection samples; disposition of dead, dying,
diseased or disabled animals; shipment security, including shipment between
establishments; and prevention of commingling of product intended for export to the U.S.

with product intended for the domestic market.

In addition, controls were in place for the importation of only eligible meat products from
other counties for further processing.

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

14. CLOSING MEETING
A closing meeting was held on November 14 in Paris with the CCA and, by

teleconference, with a member of the European Community in Brussels. At this meeting,
the primary findings, conclusions, and recommendations from the audit were presented

by the auditor.
The CCA understood and accepted the findings.

15. ATTACHMENTS

The individual Foreign Establishment Audit Forms are attached on the following pages.

Gary D. Bolstad, DVM _7?22 /%%/ fi/f%f//f

International Audit Staff Officer
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30. Obsarvation of *he Sstabishment s Al
) -4

L_/ ~

/2002

Est. 02-202-01, Ets. Aromont, Montcorner, Franc

fork-1ift hendles and several on/oI switches On processing
Atch covers were 10ra or missing, and a few had old product

39/56 Maintenance of several hand-operate
sguipment had been neglected: rubber sw
residues. Also, The internal DGAL reviewer ordered prompt cleaning and development and
implementation of an improved maintenance/cleaning schedule, as well as increased monitoring during

pre-operational sanitation inspection. This deficiency was in violation of EC Directive 64/433

15/56 Several pieces of equipment and two floor drain traps had been inadequately cleaned before being
presented for pre-operational sanitation inspecton. The Veterinary Inspector-In-Charge identified the
problems and ordered immediate correction. This deficiency was in violation of EC Directive 64/433.

NOTE: All previously identified deficiencies had been adequately addressed and corrected.

French officials: Dr. Maryse Flamme, Dr. Emmanuelle Soubeyran, Dr. Florence Bricout (Superving
Veterinary Inspector and leader of the audit), Dr. Hervé Fouquet, and Ms. Don:umque Wersinger,

Veterinary Inspector-In-Charge.
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an X in the Audit Resuits block to indicate noncompliance with requirements. Use O if not apglicable.

Place
Part A - Sanitation Standard Operating Procedures (SSOP) Aut Part D - Cantinued " it
Basic Requirements Resuts Economic Sampling ! Resuts
Written SSOP 23. Scnecuied Samgie g
3. Reczcrds documentng impiementation. 34, Speces Testing i X
9. Signed and dated SSCP, by a-site or overll authority. ! 15, Residue 0
Sanitation Standard Operating Procedures {SSCP .
, B . E { ) Part E - Other Requirements
Ongoing Requirements
10. Implementationcf SSOP's, inciuding monitering of imoiementaticn. 36. Expart i
11. Maintenance and evaluation of the effeciveness cf SSCP's. 37. Impont !
12. Corrective aciion when the SSOF's have faied to prevent direct ! 18, Sstabiis a d Pest Control g
product commaminatiot or aduteration. i %8, =stadishment Gones ana Pest Cantre | X
12. Oaily records document item 10, 11 and 12 above. Estabiishment Construction/Maintenance [ X
Part B - Hazard Analysisand Citical Control . Light ;
Point (HACCP) Systems - Basic Requirements Jenti 1
. Ventilation
14. Developed and implemented a written HACCP glan . ; [
15. Ccrrents of the HACCP list the food safety hazards, ! 42, Plumbing and Sewage !
oiticd cenyol pdnts, eritical limits, orocedures, comecive acions. !
!
16, Records documenting implementation and monitering of the : 43. Water Succiy ;
HACZ? plan. !
44, Dressing Roomsilavatcries
17. The AACCP plan is sgned and daed by the respensitie
establishment individual. . Szuipmentang Ctensils
Hazard Analysis and Critical Contral Point
(HACCP) Systems - Ongoing Requirements . Sanitary Oceraticrs X
18. Moniioring of HACCP pian. i . ;
S 9 - 47. Employee Hygiene :
19. Verificaton and vaidation of HACCP ptan. ;
- 48. Ceneemned Froduct Contrat !
20. Cecrective aciion written in HACCF plan. '
21. Reassessed adequacy of the HACCP plan, Part F - Inspection Requirements
22, Recarcs decumenting: the writien HACC P plan, monitoring of the f 48. Government Staffing !
critical cantrol points, dates and tmes o specific evert occcumences. ! :
Part C - Economic / Wholesomeness ig Daily Inscecsion Sovarege :
22, Lageling - Product Stancarcs
34, Inircement !
Z4. Lzpging - Nex Weights
£2. Humane Hancling |
25. General Labeling S<. Tdmane mancing ! O
23, Fin. Proc Standards/Boneless (Cefects/ACL/Pak Skins/Maisture) 22, Animal [dentid O
Part D -Sampling _
. . . z, Anta Momam Ingoeacicr Y
Generic E. coii Testing 4. Az Menem insecien -
27 \Written Procecures 0 23, FostMerem insceciien o)
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30. Cbservation of the Establishment j
= el
France - Est. 19-031-02, 10/23/02

5 There was complete documentation of both pre-operational and operaticnal sanitation activites, and
vennve measures only on days during which U.S.-eligible producton was concucted (about twice per

~ax;
ore

month). During other production days, pre-operational problems and correctons were documented, but
documentation of routine operational sanitation activities was minimal, unless major problems were
identfied. The establishment management personnel gave assurances that the daily documentation would
be improved, and DGAL officials gave assurances that they would verify this.

s

38/39 Many cobwebs were observed in numerous areas of the establishment, including storage areas for
can lids, carton and chemical storage areas, and the room used for product smoking and (temporarily) for
storage of stainless roller combo bins that were clean and ready for use (the latter were provisionally
protected under a canvas roof). Corrective actions were undertaken immediately in the more product-

related areas and scheduled promptly for the others.

46/56 (A) In a product freezer, plastic bags of pork meat were stored directly on a plastic pallet, and
pallets of product were stored directly on cartons of product on other pallets. The DGAL official leading
the audit ordered the affected cartons to be reinspected and implementation of an improved policy to
avoid the problem in the future. (B) Some large plastic combos of product were stacked. Some of the
coverings on the lower containers were inadequate, so that some product was exposed. DGAL ordered
retention of the affected product for reinspection and implementation of an improved policy for covering
the containers. These deficiencies were in violation of EC Directive 64/433.

(34 So far as the DGAL officials are aware, no products from this establishment are routinely sampled for
species verification.)

Following the audit of this establishment, DGAL issued a formal letter to the management, informing
them that the deficiencies identified must be corrected within 30 days, or the establishment would be

removed by DGAL from the list of establishments eligible to export products to the United States.

Accompanying DGAL officials: Dr. Maryse Flamme, Veterinary Inspector; Dr. Alain Quicroix, Regional
Coordinator; Dr. Nicolas Calvagrac; Head of the Food Safety Service for the Département; Dr. Philippe

Merot, Veterinarian-In-Charge
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. ESTABLISHMENT NAMEAND JOCATICON 2. AUDITCATE 2. ESTABLISHMENT NC. 2 NAME OF CCUNTRY
Rougie Bizac Intemarional 1022000 f | Frence
5. TYEE 3F AUDIT

Sarlat-ia-Caneda
| JOCUMENT AUDIT

Dr. Gary D. Boistad

Place an X in the Audit Results biock to indicate noncompiiance with requirements. Use O if not applicable.
Part A - Sanitation Standard Operating Procedures (SSOP) Audit Part D - Continued I Audit
Basic Requirements ! Resits Economk Sampling | Resuts
7. Written SSCP ; 23. Scnedujea Samble , 0
8. Records documentng implementation. i 24. Specis Testing |
9. Signed and dated SSOP, by m-site or ovemil autherity. [ 25, Residue J Q
Sanitation Standard Operating Procedures (SSCP : . :
n . P . g { ) Part E - Other Reguirements i
Ongoing Requirements : |
10. Implementation of SSOP's, inciudng monitering of imolementaticn. ; 26. Export }
41. Maintenance and evaluation cf the effeciveness of SSCFP's. [ 37. Import i
12. Corective action when the SSCP's have faied to prevent direct : 18. Escabiis - Sest Conirol J
product cortaminaticn or adukeration, [ =8. =stapiisnment srounds and St ORI [
<3. Daly recorus document item 10, 11 and 12 above. ; [ 39. Zstapiishment Construction/Maintenance \
Part B - Hazard Analysis and Ciitical Control 40. Lignt |
Point (HACCP) Systems - Basic Reguirements ‘_
- 41. Ventjlaticn
14, Deveioped and implementea a written HACCP plan . ,
15, Carntents of the HACCPR list the fcod safety hazards, ; 42, Flumbing and Sewage ‘
citicd confrol pants, critical limits. pocedures, corecive actions. ! -
16. Records documenting implementaticn and menitering of the : 43. Water Supply
HACCP olan. i i
. 44, (Dressing Reoms/Lavatcries i
17. The HACCP pian is sgned and dated by the respensicie
establishment indivdual. Sauiement and Utansis
Hazard Analysis and Gitical Controi Point
(HACCP) Systemns - Ongoing Requirements . Sanitary Cperaticns |
18. Monitoring of HACCP plan. - L ;
Zmeloyee Hygiens
18, Verificaten anc vaidation of HACCTF plan. ;
! 48. Coandemned Product Centred
20. Corective action written in HACC? plan.
21. Reassessed adequacy of the HACCP nlan. i Part F - Inspection Requirements !
22. Reccrds documenting: the written HACCPR plan, monitoring cf the i 43. Government Staffing |
crtical contel mints, daes and tmes o specific evert cocuneneas. ! |
7
Part C - Economic / Wholesomeness 50. Daily Inspection Coverage f
23. Labeling - Preduct Standards ;
31, EZnfrcement ;
24, Labding - Net Weignis ;
32. Humane Hangling C
25, General Labeiing : - TUMAnE "ARINg PV
28, Fin. Pred Standads/Beneiess (Cefecs/AQL/FPak Skins/Moisture) . Animaf identificaticn ; o
Part D -Sampling o
Generic £. coif Testing Afite Monem inssecian
27. Wiritten Procedures X 33, FestMeriem insoaciion ! o
I
28, Sampie Coliecticn/Analysis X 1
- < Part G - Cther Regulatory Cversight Requirements -
28, Reccoros p
Salmonella Performance Standards - Easic Requirements =s
- ot X
3%, Comective Actions X >0
31, Rasssessment X 4 2
X ' sz




FSIS 3000-5 (04/04/2002) f
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80. Cbservaticn of the Estatishment

Framce — Est. 24-320-02 —~ Ocz. 22, 2002

37 Utdl the FSIS zudirt of France in April 2002, the DGAL ozficials 2ad understood (incorrectly) that FSIS requirsments were
met if the DGAL official assigned to a curdng or processing astabiishment visited that establishment at least once per mont,
All feld persounei wers informed of the requirement for monthly supervisory reviews in May 2002, Thers were documenred

monthly reviews in this establishment beginning in June 2002.

(34 So far as the DGAL offcials are aware, no products rom this estabiishment are routinely sampled for species verificaton.)

Accompanying French officials: Dr. Maryse Flamme; Dr. Yvan Lobjoit Director of Vererinary Services, Dr. Alain Laibeiile,
Supervising Veterinary Inspector; Dr. Jean-Claude Merigonde, Veterinarian In Charge




United States Depariment of Agricutture ) i
Ssod Safety and Inspecion Servica : H-ToC

Foreign Establishment Audit Checklist

-, ZSTABLISHMENT NAME ANC LOSATICN | AUDITCATE 3. ZSTABLSHMENT NC. . 4 NAME OF SCUNTRY
Roger Junca, Dax . 10-17-2002 40-088-03 France
( o 5 NAME OF AUDITCR(S) 5. TYPE CFAUSIT
DCAL Cffcials: Dr. Emanuelle Souberain, ; —_— —
Dr. henn Viel, Dr. Marie Donguy Dr. Gary D. Solstad ‘ X onesrzavoiT I DCCUMENT AUDIT
ts. Use Q if not applicable.

n the Audit Results block to indicate noncomgliance with requirements.

Place an X |
Part A -Sanitaton Standard Operating Procedures (SSOP) | At Part D - Continued | augt
Basic'Requrements ! Resulls Economic Sampling r[ Resuls
7. Wriiten SSQOP 23. Scheduied Sampie ! o
|
2. Records documenting implemematicn. 34, Speces Testing I 0
3. Signed and dated SSOP, by m-site or overall autherty. 15 Residue o
Sanitation Standard Operating Procedures (SSCP : |
P g Procedures( ) Part E - Other Regquirements J!
Ongoing Requirements i
10. implementation of SSOP's, inciudng monitoring of implementation. 36. Export ! '
11. Maintenance and evaluation of the effeciveness of SSOP's. | 37. Imeent f
12, Cormective action when the SSOF's have faied to prevent direct ! 18, Cstabi ~ A .
srocuct comtamination or aduteration. 38. Estabiisament Grounds and Fest Cantrol !
X

Establisnment Construction/Maintenance

13. Daly recores document item 30, 11 and 12 above.

Lignt

Part B - Hazard Analysisand Ciitical Control
Point (HACCP) Systems - Basic Requirements

14, Deveioped and implemented a wntten HACC? pian .

. Ventilaticn

42, Flumbing and Sewage

15, Corzents of the HACCP list the feed safety haards,
criticd control pants, eritical limits. orocedures, comrecive acions.

43, Water Supply

158. Records documenting implementation and manitoring of the ]
HACCP plan. i
d ; 44, Dressing Razms/Lavatories i

17. The HACCTP glan is sgnec anc ¢zed by the restonsitle
establisnment individual.
Hazard Analysis and Critical Controi Point
(HACCP) Systems - Ongoing Requirements

45, Zzuipment and Utensis

18. Manibring of HACCP plan. : . .
) : 47. EZmrlcyee Hygiene
19, Verficaton and vaidation of HACCTP plan.
- 48, Caondemned Froduct Cenwel
20. Cazmective action written in HACCP gian.
: Fart F- Inspection Requirements

21. Reassessed adeguacy of the HACCF plan.

22. Records documenting: the wrntien HACCP pian, manitoring of the ! 43, Govermment Stafing
curerces. :

critical control oints, dates and tmes o specific everz ocourer

Part C - Economic/Wholesomeness 50. Daily Inssection Covarage
23, Labeiing - Product Standards .
31, Znfrcement

24, Labding - Net Weights
25, General Labeiing : 52. Humans Hancling
28, Fin. Prcd Stancards/Boneless (Defecs/AQLUP Tk SkinsiMeisture) : 53. Animal Igentification i e}
Part D - Sampling ' ‘
Generic £, coii Testing i54_ Anie Mcrem ins=ciion )
&3, FosiiMenem inscectien 0

27, 'Wnrtien Precegures

28, Sampie Celecticn/Aralysis i -
L Part G - Cther Regulatery Oversight Requirements ‘

i
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28, Reccors
23 Tormeaam 'A—--—r—m»"v\' Sranehy Y
Sz ] z ia e Dacin O : 28, Zurscesn Community Drective A
Saimoneila Performmance Standards - Easic Reguirments 1t wresnves
32, Tarmctive Astons 37 Matniy Review ; 5
21 Resssessment f BES i
|

- SresiLw el



Page 2of2

IS £000-5 (04/04/2002)

-
o)

. ; - . A e
J. Chservation of the Establishment . *'T‘ﬂ

[9))

France - Est. 40-088-03 — Ocrt. 17, 2002

There was no hand-washing staton in the tumbling room. Prompt installation was scheduled
ctive 64/433.

9/

(WP

[Q NN

diately. This deficiency was in violation of 5C Dire

;

37 There was po supervisory review in August 2002, although thers was U.S.-destined production on
August 22-23. The Veterinarian-n-Charge was present on these two production days.

Note: All deficiencies identified during the previous FSIS audit in April 2002 had been adequately
addressed and corrected.

Accompanying DGAL officials: Dr. Emanuelle Soubeyran, Head of Meat Processing Establishments; Dr.
Henri Viel, Deputy Departmental Director of Veterinary Services; Dr. Marie Donguy, Vetermary

Inspector (Veterinarian-In-Charge).
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Foreign Establishment Audit Checkiist

<. ZSTABLISHMENT NAMEAND LOCATICN 2. AUDIT BATE , 3. ESTABLSHMENT NO 4. NAME CF COUNTRY
Ets. Castaing, Saint-Sever | 10-16-2002 | 40-282-02 France
i i
o s s ! 5. NAME OF AUCITCR(S) 5. TYRE OF AUDIT
DGAL Offictais: Dr. Emanuelle Souberain, ! j
Dr. Pierre Parriaud, Dr. Michel Casters Dr. Gary D. Bolstad ‘ |ON-SITEAUDIT COCUMENT AUDIT
Place an X in the Audit Results block to indicate noncompliance with requirements. Use O if not appiicable
Part A - Sanitation Standard Operating Procedures (SSOP) At Part D - Continued D At
Basic Requirements f Results Economic Sampling | Resuts
7. Written SSOF ‘ 33. Scheduled Sampie
3. Records documenthng impiementation. ‘ 34, Specas Testing
3. Signed and dated SSOP, by m-site ar overal! authorty. f 35. Residue “
Sanitation Standard Operating P SSOF : . ;
P g Procedures ( ) | Part £ - Cther Requirements :
Ongoing Requirements i
10. Implementation of SSOP's, includng monitoring of im plementation. ' 38. Expert \
11. Maintenance anc evaiuaticn of the effectiveness of SSCF's. i 37. !mport
12. Conective actionwhen the SSOPs have faied to prevent direct i
k Establist G =] Ce X
product certaminatian or adutteration. ! 38. Estaplishment Growncs and Pest Central .
3. Daly records document item 10, 11 and 12 above. ‘ 38. Establishment Construction/Maintenance k
Part B - Hazard Analysisand Ciitical Control 40. Ught
Point (HACCPF) Systems - Basic Requirements o :
- . 41. Ventilaticn i
14, Deveicped and implemented a written HACCP plan | ;
18, Coments of the HACCP list the fcod safety hazards, i 42. Flumbing and Sewage ' '
Sitica contol pants, crtical limits, orecadures, correcive actions. l
. |
16. Recoras documenting implementation and monitcring of the ! 43. Water Supply
HACCP plan. | ]
J 44. Cressing Recms/Lavatores |
17. The HACCP pian is sined and dated by the respansibie :
establisnment indivdual. } 45, Eaguipment and Utensils i
Hazard Analysis and Critical Control Point . ‘
(HACCP) Systems - Ongoing Requirements i 48. Sanitary Orerations :
‘ i e 1 . 1
18, Moniwring of HACCP pla | 47. Emrloyee Hygiene !
1S, Verfication and vaidation of HACCF plan. !
. ! 48. Condemned Preduct Control |
20. Comective action written in HACCP glan. { = ‘
21. Reassessed adequacy of the HACCP pian. ; Part F - Inspection Requirements .
22. Recarcs decumenting: the written HACCF plan, menitering of the { 49. Govemment Staffing
crtical conmol points, daes and tmes o specific evert ccourrerces. i
Part C - Economic/Wholesomeness ‘ 50. Daily Inspection Coverage ] .‘
|
23. Labeiing - Preduct Standards i i
51, Enforcement
24, Lsbeing - N& Weights ‘
: 52. Huma d
25, General Labeiing ; 2. Aumane Handiing |
25. Fin. Prod Stancards/Boneless {Defacts/AQLU/Pak SkinsMcistura) Animal Identificaticn \

Part D -Sampling
Generic £. coli Testing
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30. Cbservation of the Estabishment
France - Est. 40-282-02, October 16, 2002

38 Several cobwebs were observed in the corners of skylights in production areas and in ceiling structures
in the dry-storage/carton storage area. This was identfied by the audit leader and corrected
immediately in production areas, and was programmed ZOT Prompt correction in the other areas.

Accompanying DGAL officials: Dr. Emaruelle Soubeyran, Head of Meat Processing Establishments; Dr.
Pierre Parriaud, Departmental Director of Veterinary Services; Dr. Henri Viel, Deputy Depa.rtmemal
Director of Veterinary Services; Dr. Michel Castets (Veterinarian-In-Charge).

Note: all deficiencies identified during the previous FSIS audit in April 2002 had been satisfactorily

addressed and corrected.

21, NANE CF AUDITCR 22, ALUDITCOR SIGNATUREZ ANC CATE
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Foreign Establishment Audit Checklist
SITARBUSHMENT NAMEAND LCCATICN : 2. AUDITDATE 03 SSTABUSHMENT NO. | 4 NAME CF CCUNTRY
Cepel la Quercynoise, Grzmat 10/21/2002 1 46-128-02 ! France
Trench officials: iarmin La ‘
Frepch omfeials: Dr. Senjarin Le _ 5. NAME OF AUDITOR(S) 5. TVPE OF AUDIT
Chateller, Dr. Alain Quicroix, Dr. Francoise | |
3 ! T TevaAd o]
Carapin . Dr. Gary D). Bolstad | onsmzauor | cocumen awoir
Place an X in the Audit Results block to indicate noncompiiance with requirements. Use O if not applicable.
Part A - Sanitation Standard Operating Procedures (SSOP) At Part D - Continued D Auat
Basic Requirements | Resuts Economic Sampling | Resuts
7. ‘Wrttenn SSCP ‘J 33. Scheauied Sampie !
2. Recerds documentng irmplementation. | 34. Sgecis Testing i 0
3. Sigred and dated SSOF, by a-site or overll authonty. | 15, Residue |
Sanitation Standard Operating Procedures (SSOP : - ] ;
@ &P ng { ) Part E - Other Requirements ]
Cngoing Requirements \ :
10. implementation of SSCP's, inciudng monitering of implementation. f 36. Expent !
11. Maintenance and evaluation of the effectiveness of SSOP's. i 37. Imeen e
12. Corective actionwhen the SSOP's have fafed to prevent direct | 18, Estanlis a -
proguct contamination or aduteration. “ 8. Estanlishment Grownds and Pest Contral
13. Daly records documnent item 10, 11 and 12 above, ) 28, ' Estatlisnment Construction/Maintenance !
Part B - Hazard Analysis and Critical Control 40. Lignt |
Point (HACCP) Systems - Basic Requirements [
41, Ventilation |
14, Developed and impilemented a written HACCP pfan . i i
15, Certents of the HACCPR list the food safety hazards, | 42, .Plumbing and Sewage , 1
citicd contol odnts, chtical imits, procedures, comecive actions. ‘
16. Records documenting impementaticn and monitering of the | 43. ,\Water Supaly i
HACCPR plan, i
; 44, Dressing Recms/Lavatcries i
17. The HACCP pian is sgned and dated by the resgansibie | !
45, Zguipment and Utensis

establishment individual.

Hazard Analysts and Crtical Control Point

48,

Sanitary Ceeraticns

{HACCP) Systemns - Ongoing Requirements
18. Monitoring of HACCP plan. - .
9 i f X 47. Empicyee Hygiere |
1§. Verification and vaidation of HACCP pian, i
48, Ccncemnes Preduc: Ceonra!
1
20, Carective actien written in HACC 2 plan. :
21. Reassessed adeguacy of the HACCP rfan. i Part F - Inspection Requirements ;
22. Records documenting: e writien HACCP pian, monitering of the 49, Gevernment Staffing |
critical contrel pints, daes and tmes o specific evert occurrences. ! [
Part C - Economic / Wholesomeness 50. Dally inspection Coverage ‘J
23. Laceiing - Product Standarcds J
51. Enforcement i
24, Labding - Nex Weignts :
- 32. Humane Handling
25. CGeneral Labeiing = “ s {
28, Fin. Pred Standards/Soneiess (Defexs/AQL/Pak Skins/Maisturs) ‘ 33. Animal dentificaticn i
' Part D -Sampling .
Generic £. coii Testing £4. Ante Mcriam insosciien :
27. ‘Wntten Froceaures 22, FestMcenem lnsceciion \‘
28, Sampie Cclection/Anaiysis X e
IR ‘ Part G - Cther Reguiatory Cversight Requirements -
28. Recorss i
Salmoneliz Ferformance Standards - Basic Requirements e B oTeRnvEs
20, Corective Acticns @] 270 Mooty Sevisw
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50. Chbservation of the Sstabiishment —/
Ry

Zst. 46-128-02, France, 10/21,02

18 There were written procsdures Zor the foreman o check compifance with the requirement for absence of feca
conramination. but there was not a written procecure for monitoring the effectveness of the CCP. The establishment
management gave assurances that this would be mciuded in the written EACCP tlan and impiemented before any U.S.-
eligible producton is rasumed.

The criteria being used for evaluating the results of the X coli testing In ducks were those reserved for chickens; the DGAL
officials explained that this was a result of a misunderstanding of information (as a result, this was not seen as a deficiency
for the purposes of this audit for compliance for re-certfication for U.S.-eligibility). The FSIS auditor of this current audit
corrected the misinformarion, and the establishment management gave assurances that a statstical process control
procedure would be developed and impiemented before U.S.-eligible producdon will begin.

On the day of the audit, post-mortem Inspection was being performed by establishment employees. The DGAL officials
present at the audit gave assurances that they understand that post-mortem inspection of every carcass by a full-tdme DGAL

official is required for product to be eligible for export to the U.S.)

(55

Note: This was not a routine audit. The sstablishment was found to be unacceptable during the previous FSIS audit on April
5,2002. This was a special audit to assess the adequacy of corrective actions taken. All but one of the (15) deficiencies
previously identified deficiencies (except for monitoring of cridcal limits—see item 13, above) had besn adequately addressed:

and corrected.
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Foreign Establishment Audit Checklist

2. AUDIT ZATE 2. 4 NAME OF COUNTRY
" 0Ocn 30,2002 France
Tosseiin 3 NAMECF AUZITCRIS) 3. TYPZ OF AUDIT
| ——
! r. Gary D. Boistad . X :
;o On Gary D 3o 0 ON-SITEAUDIT . DOCUMENT AUDIT
Place an X in the Audit Results biock 0 indicate ncncompliance with requirements. Use O.if nat applicabie.
Part A - Sanitation Standard Cperating Procedures (SSOF) Audit Part D - Continued [ Audit
Basic Requirements Resuts Economi Sampling ‘ Results
7. Written SSOP j 23. Scneduied Sampie i
3. Records documenting impiementation, i 24, 3pecis Testing “ O
3. Signed and dated SSOP, by an-site ar ovemll authonty. Lgs. Residue f
Sanitation Standard Operating Procedures (SSOP . . i
e 9 ( ) Part E - Other Requirements i
Ongoing Requirements
10. impiementation of SSCP's, inciudng monitoring of implementation. I 36. Export - [
11. Maintenance and evaluation of the effectiveness of SSOP's. 37. impart } O
12. Corrective actionwhen the SSQF's have faied to prevent girect 28 Sstabi e c :
product cortamination or aduteration. ' 28. =stadlisament Grownds and Pest Centr [
} ) ) L
13. Daly records document item 10, 11 and 12 above. : 32, Establishment Construction/Maintenance ; X
. .es . |
Part B - Hazard Analysis and Crticai Control 40. Light A
Point (HACCP) Systems - Basic Requirements ; :
= 41. Ventilation [
14, Ceveloped and implemented a written HACCP plan .
15. Corxents of the HACCP list the fcod safety hazarcs, | 42. Plumbing and Sewage ' '.
criticd contof pants, crtical limits, pocadures, comecive actions. ! - -
L . i 3
16. Records decumenting implementation and monitoring of the i 43. Water Supgly i
HACCP pian. ! ]
44, Dressing Rcoms/Lavatories !
17. The HACCP plan is sgned and dated by the responsiple -
estabiishment individual. 45, Zguipmentand Jtensiis |
N L) T !
Hazard Analysis and Crtical Controf Point
(HACCP) Systems - Ongoing Requirements 48. Sanitary Coerations |
18. Mecnitoring af HACCP plan. I X - = s
47, Zmglcyee Hyglene
t
15, Verificaticn and vaidation of HACCP plan. r ) )
1 28, Concemned Freduct Centrol
20. Corrective action written in HACCP plan. X
21. Reazssessed adequacy of the HACCP pian, ; Part F - Inspection Requirements
7
22, Recorcs doccumenting: the writien HACCR pian, menitorng of the 48. Gavernment Staffing
critical conge! mints, dates and times o specific evert coccumerces. )
Part C - Economic / Wholesomeness 30. Caily Inscection Caverage i
22, Lakeling - Product Standards i '
$1. Enferzement |
24, Lsbding - Nex Weights
32. Humane Handling
25. General Labeling 4 TUMENe nancing X
28, Fin. Pred Standards/Boneless (Defecs/AQL/Pak Skins/Meistura) 3. Animal icentificaticn
Part D - Sampling i
. . o 54, Ante Meriem inscectics
Generic £ coli Testing 54 Ane Meram ins : :
Z7. ‘Written Procedures 35, PostMceman insgcection B
28, Sampie Cclection/Aralysis X e
P Part G - Cther Regulatory Cversight Requirements -
28, Rezords
!
T . M mein " Surcoean Jommunily Drectives !
Salmoneila Performmance Standards - Basic Requirements
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FSIS 3000-5 (04/04/2002)
30. Observation of the Estatiishment 2 o
D~+

Est. 56-091-01 {Olympig), Josselin, France, Oct. 30-2002

18 Monitoring of the CCP for absence of visibie 7zcal contemiration was ‘nadequate. This was as repeat finding. The FSIS
auditor explained the requirement in detail; the Quality Contol manager zave assurances thar this would be corrected and
‘mplemented immediately; DGAL officials gave assurapces that they would verify compliance.

20 Correcdve acdons were not adequately described in the ZZACCP plan, although preventive measures were covered
thoroughly. The FSIS auditor explained the requirement in demil; the Quality Contol manager gave assurances that this would
be corrected and implemented immediately; DGAL officials gave assurances thar they would verify compliance.

28 The establishment had not developed a statistical process control to evaluare the results of testing for generic £. coli, bur was
using the criteria intended for use with the excision method of sampling: The FSIS auditor explained the requirement in detail;
the Quality Control manager gave assurances that this would be corrected and implemented immediately; DGAL officials gave

assurances that they would verify compliance.

39 There was no hand-washing facility for the operators performing evisceration manually when the automatic eviscerator was
non-functional. DGAL ordered prompt installation of a hand-washing facility: This deficiency was in violaton of EC Directive
64/433.

32 The drover was observed to make excessive use of the electric prod. The audit leader (the DGAL internal reviewer)
identified the problem immediately and ordered that he be replaced by another drover, and stayed in the area to verify that this
was done before stunning operations were allowed to continue.

Accompanying DGAL officials: Dr. Benjamin le Chatelier, Assistant Head, Office of Raw Materials; Dr. Laurence Respiquet,
Veterinary Inspector and Export Coordinator for the eastern part of France; Dr. Marie-Noél Favreau, Veterinary Inspector for

the eastern section of the Déparmment of Morbihan and audit leader; Mr. Oliver Burel, Assistant Chief for Hygiene of the
Déparmment; and Dr. Jean-Paul Droux, Veterinary Inspector-ln-Charge.

NAME OF AUDITOR
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Foreign Establishment Audit Checklist

SSTABLISHMENT NAMEAND LOCATION 2 AUDIT 2ATE 3. SSTABLISHMENT NO. | 4 NAME OF COUNTRY
Feyel Arrzner, Schiifigheim {Strasbourg) 10/14/2002 §7-447-03 | France

o — ; . NAME OF AUDITOR(S) s, TYFZ OF ALTIT

Irench oficials: Dr. Maryse Flamme, Dr. L. ‘ -
Repiguet-Bailleul, Dr. Vincent Spony Dr. Gary D. Solstad ‘FT ON-SITZAUDIT | ' DCCUMENT AUDIT

Place an X in the Audit Results block o indicate noncompliance with requirements. Use O if not applicable.

Part A - Sanitation Standard Operating Procedures (SSOP) Augit Part D - Continued At
Basic Reguirements | Resuts Economic Sampling | Results
7. Wrtten SSOP | 23. Scheduied Sampie
3. Reccres documentng implementatien. ‘1 34, Speces Testing ‘
3. Signed and daed SSOP, by ai-site or ovenall authorty. ‘\ 25, Residue } e}
Sanitation Standard Operating Procedures (SSOP : : i
aop ng ( ) Part E - Other Requirements ;
Ongoing Requirements b
10. Impiementation of SSOP's, includng manitoring of imclementation. 38, Export '
11. Maintenance and evaluation of the effeciveness of SSOFP's. ‘ 37. Import i
12. Carective action when the SSOF's have faied to prevent direct j 18, Estabi t G P c '
produc: cortamination or aduteratian, | - Esiaslishment Srownes ang Pest Centro !
|
13. Daly records document item 10, 11 and 12 above. f 38. Establishment Ceonstruction/Maintenance ‘ X
| |
Part B - Hazard Analysis and Critical Control 40. Light |
Point (HACCP) Systems - Basic Requirements .
- 41, Ventilaticn ;
14. Oeveioped and implemented a written HACCP pian . . :
18. Corzents of the HACCP list the fcod safety hazards, I x 42. Plumbing and Sewage {
citicd convol pants, critical limits. mrocedures, comecive axions. -
16. Recerds decumenting implementation and monitoring of the i 43. Water Sugoly
HACCP sfan. | |
- 44, Dressing Rooms/Lavarsries |
17. The HACCP plan is sgned and caed by the responsitie i -
astapiisnment individual. . 45. Zguipmentand Utensils !
Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Cperations
18. Moniorng of HACCP plan. i - = .
! 47, Empicyee Hygiene .
18. Verificaton and vaidation of HACCP? glan.
8. Condemned Procuct Cantrol
20. Cereciive action written in HACCP pian, ;
21. Reassessed adequacy of the HACCP pian. Part F - Inspection Requirements ‘
22. Recerds decumenting: the writien HACCP plan, menitering of the ; 46, Govemment Staffing |
critical contel toints, dates and tmes o specific averk cczurrences. | |
Part C - Economic / Wholesomeness 50. Daily Inspection Caverzge ; 0
23. Labeling - Product Standarcs ! ;
£1. Zakrcement
4. Lzbsing - Net'Weignis -
2. Humane Handlin
25 General Labeiing ‘ < anaing C
28, Fin. Prcd StanZamds/Beneiess (Defects/AQUPak SkinsiMcisture) ; 23. Animai ldentificaticn ‘1 ]
Part D - Sampling o
- . A 3 Ante Memem | o]
Ceneric E. coli Testing 84. AnteMonem instecton
O
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F3IS 5000-6 (04/04/2002)

30. Observation cf the Sstaplishment Ie <;<
153D

France - Est. 67-447-03, Oct. 14, 2002

Some hazards had not besn considered at all steps when developing the EACCP plan. This oversight
had already been identfied by the establishment management, and correction was programmed within

y—
Uy

the next two months.

(A) Maintenance of over-product equipment had been neglected in several areas: rust and flaking
paint were observed on motor housings, cooling units, and ceilings. Production was suspended -
immediately in one production area and corrective actions were undertaken; prompt correction in the
other areas was scheduled. (B) Clean stinless steel comba bins were stacked after cleaning, so that
water from the wheels of the stacked bins could drip into the clean ones below. The DGAL official
identified the problem and ordered re-cleaning of the lower ones and an improved policy.

i)
O

This establishment produces U.S.-eligible product only when special orders arrive from their American
clients, which occurs about every three months. Due to a miscommunication, the DGAL inspection
staff was not informed in advance of production for U.S.-export on August 7 and 8, 2002. The internal
reviewer (the Director of Veterinary Services [DSV] in the Département), during his next visit to the
establishment, provided the establishment management with a reiteration, in writing, of the
requirement for daily inspection coverage whenever U.S.-eligible product is produced. Only samples,
less than eleven pounds net weight, were allowed to be shipped to the U.S, on October 3, 2002. The
DSV informed the establishment management that the remainder of the production, which had not yet

been shipped, was ineligible for the U.S. market.

Following the audit of this establishment, DGAL issued a formal letter 10 the management, informing
them that the deficiencies identified must be corrected within 30 days, or the establishment would be

removed by DGAL from the list of establishments eligible to export products to the United States.

NOTE: One deficiency had been identified during the previous FSIS audit on 4-8-02 (condensation); it
had been satisfactorily addressed and corrected.

Operations: Production of duck and goose foie gras and pork liver paté

U.S. exports: duck and goose foie gras and pork liver paté.

Accompanying DGAL personnel: Dr. Maryse Flamme, , Dr. L. Repiquet-Bailleul, Coordinator for the

Déparremenr, and Dr. Vincent Spony, Director of Veterinary Services in the Déparrement
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United States Department of Agriculture A~
Food Safaty and Inscecion Servica 1D WA~

Foreign Establishment Audit Checklist

SSTABLISHMENT NAME AND LOCATION . 2. AUDIT SATE P2, ZSTABLISHMENT NC. 4. NAME CF ZCUNTRY
Georges Bruck, Szasbourg, ©10/1142002 1 67482-21 France
1
_ o - 5. NAMECF AUDITCRIS) P €. TYFZ OF AUDIT
French ofciais: Dr. Marvse Flamme, Dr. !
Vincent Spony - Dr. Gary D. Bolstad UL onsmEALDIT | poccuMENT aunit
Place an X in the Audit Results block to indicate noncempliance with requirements. Use O if net applicable.
Part A -Sanitaton Standard Cperating Procedures {SSOP) [ et Part D - Continued " At
» Basic Requiremnents | Resuts Economic Sampling : Resuts
7. ‘Written SSOP X 32. Scheaujed Samrle
3. Records decumenting implementation. 34. Species Testing
3. Signed and daed SSOP, by an-site or ovemll authority. | 15, Residue 0
Sanitation Standard QOperating Procedures (SSCP ; . :
p g { ) Part E - Other Requirements J
Ongoing Requirements !
10. Implementation of SSCP's, includng monitoring of implementation. ‘\ 38. Zxport ‘
11. Maintenance and evaiuation cf the effectiveness of SSOP's. 37. mpant
12. Corective actionwhen the SSOFs have faied to grevent direct 28 = " e ~ ;
product cortamination or adukeration, ! 38. Estanlisnmen: Grownas and Pest Cantrol !
13. Daly records document item 10, 11 and 12 abaove. . ! 38. Zstablishment Canstruction/Maintenance
[
40, Llignt

Part B - Hazard Analysis and Crtical Control
Point (HACCP) Systems - Basic Reguirements o]
41, Ventilation

14, Develcped and implemented 3 whitten HACCP® plan . |

42. Plumbing anc Sewage

‘8. Caoments of the HACCP listthe feod safety hazards,
citicd contal pdnts, catical limits, pocedues, comecive aclions.

; - " o : 43, Supai
‘6. Records documenting implementation and monitoring of the ; 3. Water Sucply
i

HACCP plan. ;
" 44, Drassing Rcoms/Lavaterdes
*7. The HAGCCP alan is sgned and daad by the responsitle
estasfisnment indivdual. 4E. Zauicmentand Utensils :
Hazard Analysss and Critical Controf Point .
(HACCP) Systemns - Ongoing Requirements 48, Sanitary Operations \
18. Moniicring of HACCPR plan. ; . )
47, EZmeloyee Hygiene
<2, Verificaton and vaidation of HACCP plan. I
‘ <8, Cendemned Broguct Ceontel '
20. Carective action writien in HACCP glan. : )
21. Reassessed adequacy of the HACCP plan. : Part F - Inspection Requirements !
22. Records documenting: the writtan HAC CP pian, manitoring of the \‘ 49. Gevernment Staffing :
N nent S I
! :

critical contral mints, dates and times o specific evert cozurrences.

Part C - Economic / Whaolesomeness 50. Daily [nspection Coverage ‘
22. Laceiing - Product Standards
1. Enkrcement
24, Labeding - Nex '‘Weights
£3 — - i
22, General Lapeling ; =o- TUmane mancing o
25. Fin, Prod Stancards/Boneless (Defects/AQUL/Pak SkinsMaisture) | £3. Animai ‘dentification ; Q
Part D - Sampling
Generic £ colfi Testing S4. Ante Mcrem insgectien o)

P O

PestMcram inscection

o
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‘Wrtten Procedures

: en ; 0
Samcie Cclecticn/Analysis L0 e
T o Part G - Cther Regulstory Cversight Requirements -
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FSIS 500C-8 (04/04/2002) Page2cf2

50. Cbservation of the Estabiishment 8 /7,419
{ R,

Est. 67-482-21, Strasbourg, France, 10/11/02. DGAL officials: Dr. Marvse Flamme, Dr. Vincent Spony

7 The dropped-meat reconditioning procedure was 10t part of the written SSOP’s. The manager Zave
assurances this would be corrected promptiy.

All previously identified deficiencies had been adequately addressed and corrected.

31. NAME CF AUDITOR gz A

Gary D. Belstad, VM
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