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AUDIT REPORT FOR FRANCE
APRIL 3 THROUGH APRIL 29, 2002

INTRODUCTION
Background

This report reflects information that was obtained during an audit of France's meat and
poultry inspection system from April 3 through April 29, 2002. Eleven of the 24
establishments certified to export meat and poultry to the United States were audited on-site.
Three of these were slaughter establishments; the other eight were conducting processing
operations.

The last audit of the French meat inspection system was conducted in May 2001. Eight
establishments and one Département residue and microbiology laboratory were audited on
site. The auditor found serious deficiencies in two establishments, which were then
designated as marginal/re-review at the next audit. The following major concerns were
reported at that time:

? Daily ingpection coverage was not provided in processing establishments.

? 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 all establishments during months
when U.S.-eligible product was produced, as required.

? Boneless meat re-ingpection and associated record keeping was not carried out in those
establishments where boneless mesat re-inspection was required.

At the time of this audit, French beef was ineligible for export to the U.S. due to the presence
of Bovine Spongiform Encephalopathy (BSE) in France. Pork and poultry products were
eligiblefor U.S. export. France had been declared free of Foot-and-Mouth Disease (FMD) in
November 2001, with certain restrictions since France shares borders with countries that
were not FMD-free.

From January 1 through March 31, 2002, French establishments exported 238,585 pounds of
pork and poultry products to the United States. Of this amount, 82,283 pounds were
reingpected at U.S. ports of entry (POE): 0.07% of the reinspected product was rejected at
U.S. POEs for missing shipping marks and transportation damage. During calendar year
2001, French establishments exported 598,128 pounds of pork and poultry products to the
United States. Of this amount, 291,343 pounds were reinspected at U.S. POES. rgections



were for miscellaneous defects (1.16% of the reinspected amount); unsound condition
(0.06%); contamination (0.01%); and missing shipping marks, labeling defects, and
transportation damage (0.11% combined).

PROTOCOL

This on-site audit was conducted in four parts. One part involved visits with French national
meat and poultry inspection officials to discuss oversight programs and practices, including
enforcement activities. The second entailed an audit of a selection of records in the meat and
poultry inspection headquarters facilities preceding the on-site visits and audits of documents
from seven other establishments selected at random. The third was conducted by on-site
visits to eleven establishments. The fourth was a visit to two laboratories, one performing
analytical testing of field samples for the national residue testing program, and the other
culturing field samples for the presence of microbiological contamination with Salmonella.
Seven of the establishments audited onsite were chosen at random. Two others (29-097-
0Oland 40-088-03) were added because they had been evaluated as requiring re-review during
the May 2001 FSIS audit; 02-502-01 was added to assess the source of beef used for U.S.-
eligible products, and 46-128-02 was added because there had been a species violation in a
shipment from this establishment.

France's program effectiveness was assessed by evaluating five areas of risk: (1) sanitation
controls, including the implementation and operation of Sanitation Standard Operating
Procedures (SSOPs), (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.

During all on-site establishment visits, the auditor evaluated the nature, extent, and degree to
which findings impacted on food safety and public health, as well as overall program
delivery. The auditor also determined if establishment and inspection system controls were
in place. Establishments that do not have effective controls in place to prevent, detect and
eliminate product contamination/adulteration are considered unacceptable and therefore
ingligible to export products to the U.S., and are delisted accordingly by the country’ s meat
inspection officials (this was the case with two establishments—see below).

RESULTS AND DISCUSSION

Summary

Effective inspection system controls were found to be in place in nine of the eleven
establishments audited on-site. Two establishments (24-336-04 and 46-128-02) were found
to be unacceptable and were delisted by the French meat inspection officials. Details of audit
findings, including compliance with HACCP, SSOPs, and testing programs for Salmonella
species and generic E. coli, are discussed later in this report.
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As stated above, five major concerns had been reported during the May 2001 FSIS audit of
France:

?

Daily inspection coverage had not been provided in processing establishments. By the
time this new audit took place, this had been corrected.

HACCP implementation deficiencies had been found in six of the 18 establishments
whose records were reviewed. During this new audit, HACCP implementation was
found to be deficient in 16 of the 18 establishments whose records were audited.

SSOP implementation deficiencies had been found in six of the 18 establishments whose
records were reviewed. During this new audit, SSOP implementation deficiencies were
identified in eight of the 18 establishments whose records were audited.

Documented supervisory visits had not been performed in all establishments during
months when U.S.-eligible product was produced, asrequired. Although considerable
misunderstanding regarding this requirement had persisted after the 2001 audit, it was
resolved by teleconference shortly before this new audit began, and the Auditor found
that (nearly) al the field personnel now understood the requirement, and it was now
being implemented.

Boneless meat re-inspection and associated record keeping had not been carried out in
those establishments where boneless meat re-inspection was required. This had been
resolved.

In addition, the following new concerns resulted from this new audit:

?

Lighting was inadequate at post-mortem inspection stations in three of the four saughter
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

evauated, statistical process control methods had not been developed, as required, to
evaluate the results (both had been selected for document audits only).

3

EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES



? 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 International
Policy Division's Equivalence Branch in advance for equivalence determination.

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

Entrance Mesting

On April 3, an entrance meeting was held in the Paris offices of the French Ministry of
Agriculture's Direction Générale de I’ Alimentacion, or General Food Agency (DGAL), and
was attended by Dr. Paul Mennecier, Head, International Sanitary Coordination Division,
Dr. JeanYves Kervelllant, Head of the Fresh Meat and Poultry Inspection Programs Unit;
Dr. Olivier Faugere, Deputy Head of the Food Safety Division; Dr. JeanChristophe Tos,
Head of the Processing Establishments Inspection Programs Unit; Dr. Emmanuelle
Soubeyran, in charge of the Meat and Poultry Processing Plants Inspection Programs;

Dr. Maryse Flamme, Export Assistance Department, National Interprofessional Agency for
Meat, Livestock, and Poultry (a subdivision of DGAL); Mr. Christian Bastien, Technical
Assistant, Meat and Poultry Processing Establishments Inspection Programs Unit;

Ms. Dominique Malo, Technical Assistant, Fresh Meat and Poultry Programs Inspection
Unit; Mr. Kurt Seifarth, Agricultural Attaché, FAS, American Embassy, Paris, and Ms.
Florence Pinon, Agricultural Assistant, American Embassy, Paris. The FSIS International
Audit Staff Officer (hereinafter called “the Auditor”) was Dr. Gary D. Bolstad. Topics of
discussion included the following:

1. The audit itinerary was finalized.

2. The Auditor explained how and when the draft audit report would be transmitted, that the
French officials would have the opportunity to provide comments, how and when the
audit report would be finalized, and the final audit report would be posted on the FSIS
Website.

3. The Auditor provided a summary of the data regarding French products presented and
reinspected at U.S. ports of entry including rejections.

4. The Auditor explained that, as a result of the Veterinary Agreement between the
European Union (EU) and the United States, he would be auditing against the three EC
Council Directives agreed upon, and also against certain U.S. regulations not covered in
the Veterinary Agreement, in particular regarding HACCP and Pathogen Reduction
programs and Sanitation Standard Operating Procedures. The three applicable European
Commission Directives are:

? Council Directive 64/433: Hedth Problems Affecting Intra- Community Trade in
Fresh Meat [this EC Directive applies only to establishments processing red meat; in
establishments processing only poultry, U.S. poultry regulations apply],
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? Council Directive 96/22: Prohibition On the Use in Stockfarming of Certain
Substances Having a Hormonal or Thyrostatic Action and of 3-Agonists, and

? Council Directive 96/23: Measures to Monitor Certain Substances and Residues
Thereof in Live Animals and Animal Products.

Headquarters Audit

There had been changes in the organizational structure of DGAL since the last U.S. audit of
France' s inspection system in May 2001. On June 14, 2001, the Veterinary Services became
independent under the authority of the Prefect and under the Ministry of Agriculture. The
purpose of this independence was to encourage better cooperation with other government
agencies. The Departmental Director of Veterinary Services was elevated to the same level
as the Departmental Director of Agriculture and Forestry (DDAF) and now reports directly to
the Prefect, rather than to the DDAF, and is now in charge of implementing public-health and
health-saf ety related veterinary measures. In each Département at the head of the Region,
the Director of the Veterinary Services is appointed by the Minister of Agriculture and isin
charge of coordinating the Veterinary Service Departmental Directorates (DDSVs) of the
Region, under the authority of the Prefect of the region.

To gain an accurate overview of the effectiveness of inspection controls, FSIS requested that
the audits of the individual establishments be led by the inspection officials who normally
conduct the periodic reviews for compliance with U.S. specifications. The FSIS auditor
(hereinafter called “the Auditor”) observed and evaluated the process.

The Auditor conducted areview of certain inspection system documents located at the
headquarters of the inspection service. This records review focused primarily on food safety
hazards and included the following:

A summary of internal review program,

New laws/regulationg/directives guidelines,

Monthly internal review reports,

Other supervisory visits to establishments that were certified to export to the U.S,,
Sampling and laboratory analyses for residues,

Official communications with field personnel, both in-plant and supervisory, in which
U.S. requirements were conveyed, and

NN N N )N

No concerns arose as aresult the examination of these documents.
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Government Oversight

All inspection veterinarians and inspectors in establishments certified by France as eligible to
export meat and poultry products to the United States were full-time DGAL employees,
receiving no remuneration from either industry or establishment personnel.

The country is divided into 93 Départements. Each Département has a Director of
Veterinary Services. Each of these Directorsis a veterinarian, employed by the government,
and is asworn-in officer with legal prosecution rights; 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 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.

Establishment Audits

Twenty-four establishments were certified to export meat and/or poultry products to the
United States at the time this audit was conducted. Eleven establishments were visited for
on-site audits. In nine of the 11 establishments visited, establishment system controls were in
place to prevent, detect and control contaminationand adulteration of products. The
remaining two were found to be unacceptable and were delisted accordingly by DGAL.

Laboratory Audits

During the laboratory audits, emphasis was placed on the application of procedures and
standards that were equivalert to U.S. requirements. Information was also collected about
the risk areas of government oversight of accredited, approved, and private |aboratories,
intra- laboratory quality assurance procedures, including sample handling; and methodology.

The Laboratoire Départemental d’ Analyses (LDA-56) in Vannes was audited on April 18,
2002. Thisisapublic laboratory, receiving al its resources from the fees charged for the
analytical and microbiological activities. It is staffed by public servants employed by the
Département. The laboratory was accredited by COFRAC (French Accreditation
Committee). Effective controls were in place for sample handling and frequency, data
reporting, tissue matrices for analysis, equipment operation and instrument printouts,
minimum proficiency levels, recovery frequency, and percent recoveries. The methods used
for the analyses were acceptable. No compositing of samples was done (this was not a
deficiency).
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Turnaround times met the requirements of the European Commission and were usualy in the
range of two months for heavy metals, and between two and four months for the other classes
of compounds. If any targeted samples were analyzed, e.g., for injection site lesions, the
analyses were completed within 24-72 hours.

The check sample program met the requirements of the European Commission; the
laboratory was accredited by the French Accreditation Committee and (except for the
chromatography section) also under 1SO-17025. Inter-laboratory check samples for
organochlorines, organophosphates, PCBs, and heavy metals were provided annually by the
French Agency for Food Safety AFFSA and the Interprofessional Bureau for Analytical
Studies (BIPEA). Inter-laboratory check samples for chloramphenicol were expected to be
provided in the near future.

One deficiency was identified:

? The chromatography section was not yet accredited under 1SO-17025 and consequently
written corrective action programs for organochlorines, organophosphates, and PCBs had
not been developed, but this was expected to be completed by the end of 2002.

France’' s microbiological testing for Salmonella was being performed in public laboratories
staffed by government employees. The microbiological testing for generic E. coli was
performed in both public and private (in-plant) laboratories. One of these public laboratories,
the Laboratoire Départemental d’ Analyses in Cahors, was audited on April 12, 2002.
Controls were in place for sample handling and frequency, timely analysis, data reporting,
tissue matrices for analysis, check sample programs, and corrective actions.

One deficiency was identified:

? DGAL had officially informed FSIS that the FSIS regulatory requirements for testing for
generic E. coli had been adopted. However, in this microbiology laboratory an alternate
method, AFNOR (Association Francaise de Normalisation) V-08-053, was being used
for field E. coli samples. This aternate methodology had not been submitted to the
International Policy Staff's Equivalence Branch in advance for an equivalence
determination before it was used for U.S.-eligible product. The DGAL and laboratory
officials were informed that, until this has been done, the AOAC method must be used.
Likewise, DGAL had officially informed FSIS that the 1SO-6579 method was being used
for the testing for Salmonella species. However, "a simplified version of" this method
(AFNOR V-08-052) was being used. Again, any alternate methodology must be
submitted to the International Policy Staff in advance for an equivalence determination
before it may be used for U.S.-eligible product; this was not done. The DGAL and
laboratory officials were informed that, until this has been done, the unmodified 1SO-
6579 method must be used.
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Establishment Operations by Establishment Number

The following operations were being conducted in the 11 establishments visited onsite:

= Beef, chicken, pork, turkey, duck, lamb, and veal processing, cooked in plastic pouches
(shelf-stable) and (not for U.S. export) other heat-treated but not shelf-stable products —
one establishment (02-502-01)

& Duck and goose processing and canning of foie gras and other duck and goose products
and (not for U.S. export) a small amount partially cooked and fresh duck liver —one
establishment (40-088-03)

£ Duck and goose daughter and cutting (and, not for U.S. export), canned products and
fully-cooked, not shelf-stable duck and goose products — one establishment (46-128-02)

& Processing and packaging of smoked duck breast, canning of duck, goose, and pork paté
— one establishment (40-282-02)

& Swine slaughter, pork cutting, and raw sausage production — one establishment (29-097-
01)

& Ham, pork and duck liver paté, cooked pork sausage, head cheese — one establishment
(87-085-03)

& Duck and goose liver foie gras and related products — one establishment (46-102-04)

& Duck and goose foie gras and pork liver paté — one establishment (67-447-05)

£ Duck and goose slaughter and cutting —one establishment (85-109-01)

& Duck and goose daughter — one establishment (24-336-04)

& Duck and goose foie gras — one establishment (67-482-21)

SANITATION CONTROLS

Based on the on-site audits of establishments, France's inspection system had controlsin
place for water potablity records and chlorination procedures, back-siphonage prevention,
separation of operations, temperature control, operators and inspectors work space, ante-
mortem facilities, outside premises, sanitary dressing procedures, product reconditioning and
transportation, and waste disposal.

Sanitation Standard Operating Procedures (SSOPSs)

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for
SSOPs were met, according to the criteria employed in the U.S. domestic inspection
program. The data collection instrument used accompanies this report (Attachment A).

Evaluation of the SSOPs in the 11 establishments audited on-site and in documentation
provided from the seven establishments selected for records audit revealed the following
deficiencies in the development and/or implementation of the SSOP requirements:

? There was inadequate daily documentation of one or more of the required elements of
both operational and pre-operational sanitation in eight (24-336-04, 40-282-02, 46-102-
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04, 46-128-02, 67-482-21, 19-031-02, 32-147-23, and 47-157-03) of the 18
establishments whose SSOP programs were eval uated.

In Est. 24-336-04, cleaning/disinfection of product-contact surfaces was not adequately
addressed in the written SSOPs; furthermore, the cleaning/disinfection that was
mentioned in the written plan was not followed in practice (see below).

In addition, the following sanitation deficiencies were also identified:

Cross-Contamination

?

Neck flaps of split swine carcasses were observed to contact workers' boots and standing
platforms on the daughter line in Est. 29-097-01, in violation of EC Council Directive
64/433, Annex |, Chapter I11. DGAL officialsimmediately ordered the establishment to
provide a worker to trim those that were too long and would be cross-contaminated and
also ordered the neck flaps from the day’ s previous production to be removed and
condemned. Note: cross-contamination had been identified on the slaughter floor during
the previous FSIS audit (this had been corrected at that location).

M aintenance and Cleaning

?

Maintenance and cleaning of over-product equipment was found to have been neglected
in eight establishments (02-502-01, 29-097-01, 40-088-03, 40-282-02, 46-102-04, 46-
128-02, 67-482-21, and 85-109-01). DGAL officials ordered improved maintenance of
the neglected structures and increased monitoring during pre-operational sanitation
ingpection. In the red-meat plants, this was a violation of EC Directive 64/433, Annex |,
Chapter 111.

Pre-operational cleaning of product-contact equipment was inadequate in five
establishments (24-336-04, 29-097-01, 40-282-02, 46-102-04, and 46-128-02). Inthe
red-meat plants, this was a violation of EC Directive 64/433, Annex |, Chapter 111, 3 (c).
DGAL officials ordered re-cleaning of the equipment; in Est. 46-128-02, the re-cleaning
was ineffective and was ordered to be repeated.

Maintenance of product-contact equipment was found to be inadequate in two
establishments: this was a violation of EC Directive 64/433, Annex |, Chapter 111, 3 (C) in
Est. 87-085-03: approximately 10% of the wheeled stainless steel combo bins and half of
the large plastic combo bins were cracked and in need of repair or replacement.
Replacement bins had been ordered, but several seriously deteriorated containers werein
use for exposed edible product. They were rejected by DGAL. InEst. 46-102-04,
buildups of rust, flaking paint, grease, and old product residues were observed on all four
canning machines. The DGAL official leading the audit ordered production to be
stopped until they had all been cleaned.
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Storage of Product and Product-Contact Equipment

? Product-contact equipment was observed to have been stored under insanitary conditions
in three establishments (40-282-02, 46-128-02, and 87-085-03). In the red- meet
establishments, this was a violation of EC Directive 64/433, Annex |, Chapter 111, 3 (c).
Corrective actions were ordered by the DGAL officials.

? Product had been stored under insanitary conditions in two establishments. In Est.
02-502-01, severa large stacks of frozen chicken necks waiting for processing had large
amounts of snow, from condensation on the ceiling above, on the coverings; some of
these coverings did not offer adequate protection of the meat. (No snow was actually
observed to have contacted the product). The establishment management gave
assurances that the establishment of origin would be notified and required to provide
better protection of the product. In 67-447-05, heavy condensation was present on alarge
portion of the ceiling of a freezer containing uncovered frozen smoked duck breasts,
many of which had ice visible on the exposed surfaces. The DGAL personnel ordered
the top layer to be discarded and microbiological testing done on the rest of the product.
Although the insanitary storage involved poultry meat, this was a violation of EC
Directive 64/433, Annex |, Chapter 111, since both establishments also processed pork.

? Protective clothing was stored under insanitary conditions in two establishments. In Est.
46-128-02, white work coveralls were found to have been stored in lockers reserved for
street clothes in both the male and female locker rooms. In one locker, street shoes were
found on top of the white work coverals. The DGAL official ordered the coverallsto be
removed for cleaning. In Est. 24-336-04, employees work clothes were stored in direct
contact with afieldstone wall. No immediate corrective actions were taken.

Pest Control Programs

?  Pest control was found to be inadequate in four establishments: rodent droppings were
present in the carton storage- and preparation room in Est.46-108-02, flies were observed
in production areas in Est. 02-502-01 and, cobwebs were present in storage areas in both
of the above and also in the changing room and the main hand-washing station in Est. 24-
336-04, and the storage areafor empty cansin Est. 46-102-04. In Est. 02-502-01, which
processed red meat, thiswas in violation of EC Council Directive 64/433, Annex I,
Chapters 1l and I11.

Hyagiene of Personngl

? Persona hygiene problems (failure to wash hands after handling pallets on the floor,
unclean vests worn over protective clothing) were found in establishment 46-128-02.
Corrective actions were immediate.
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Operational Sanitation

? The daughter operations in Est. 24-336-04 were conducted under insanitary conditions.
The ducks were stunned and bled in an area that had a roof but was completely open to
the outside environment on two sides. The large opening between this outside area and
the de-feathering area was only half-covered. De-feathering and evisceration were
performed in the same small room, and there was no effective wall between this room
and the post- mortem inspection area. No corrective actions were taken.

? In Est. 46-128-02, a breakdown in the hot-water system resulted in all the sterilizersin
the establishment being well below the required temperature of 180°F (82°C).
Nevertheless, operations were allowed to begin as usual. After the problem was
identified in the cutting room, the operations were allowed to continue for fifteen minutes
longer.

When the audit team moved to the daughter area, the sterilizer temperatures there were
also al well below the required temperature. In spite of this, the hanging, stunning,
bleeding, defeathering, and evisceration were allowed to continue for more than ten
minutes more before operations were stopped pending resolution of the problem.

? Hand-washing facilities were inadequate at the two of the entrances to the production
areas of Est. 24-336-04. At the main entrance to the establishment, there was no hand-
towel dispenser; the roll of hand towels was stored on an insanitary window shelf with
obvious cobwebs, together with a coumarin-containing bait station. Also, at the only
hand station available to workers entering the defeathering/evisceration room, the hand
soap dispenser was inoperable. No corrective actions were taken.

? Several doors to the outside from exposed- product production areas in Est. 24-336-04
were left open during operations. Corrective actions were ineffective.

ANIMAL DISEASE CONTROLS

With the exceptions listed below, France's inspection system had controls in place to ensure
adequate animal identification, ante- mortem inspection procedures, condemned and restricted
product control, and procedures for sanitary handling of returned and rework product.

The only animal disease with public-health significance in France at the time of this audit
was Bovine Spongiform Encephalopathy (BSE). According to the U.S. Agricultural
Minister-Counselor, France was free of hog cholera, and the French officials were expecting
official APHIS recognition of this status.

? Lighting was inadequate at post-mortem inspection stations in three of the four slaughter
establishments audited. EC Community Directives require 540 Lux, or 49 foot-candles
(fc) of light at inspectionstations. 1n the swine slaughter establishment (29-097-01), the
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Auditor measured 330 Lux (30 fc) at mandibular lymph nodes at the post-mortem
inspection station and at the level of forelegs and heads at the inspection station for the
retained-carcass rail, and only 110 Lux (10 fc) in thoracic and abdominal cavities at the
retained-carcassrail. Intwo of the three duck slaughter facilities (24-336-04 and 46-128-
02) the light was measured at 220 Lux (20 fc) at the main post- mortem inspection
stations. The issue of adequate light was discussed at the exit meeting in Paris as well as
during the establishment audits, and DGAL officias agreed to ensure that adequate light
would be provided promptly at al inspection stations.

?  Post-mortem inspection was found to be inadequate in Est. 24-336-04: the inspection of
the carcasses and viscera was being performed by a DGAL employee from a distance of
approximately 6 feet from the inspection surfaces. No corrective action until the Auditor
pointed out the deficiency.

RESIDUE CONTROLS

France' s National Residue Testing Plan for 2002 was being followed, and was on schedule.
The French inspection system had adequate controls in place to ensure compliance with
sampling and reporting procedures. One deficiency was noted:

? Severa unmarked chemicals were observed in Est. 40-282-02. Thiswasin violation of

EC Council Directive 64/433, Annex |, Chapter I11. The containers were labeled
promptly by the establishment officials.

SLAUGHTER/PROCESSING CONTROLS

Except as noted below, the French inspection system had controls in place to ensure adequate
control and disposition of dead, dying, diseased or disabled animals, humane handling and
daughter, ingredients identification; formulations; packaging materials, laboratory
confirmation; label approvals; inspector monitoring; processing schedules, equipment and
records; post-processing handling; processing defect actions by establishment personnel; and
processing control by inspection personnel.

HACCP | mplementation

All establishments approved to export meat and poultry products to the U.S. are 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 used accompanies this report
(Attachment B).

The following deficiencies regarding the development and/or implementation of the HACCP
requirements were identified in the 18 establishments whose HACCP programs were audited:
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? According to 9CFR 8417.2, “the HACCP plan shall, at a minimum: ...(7) list the
verification procedures, and the frequency with which those procedures will be
performed, that the establishment will use in accordance with 8417.4 of this part.”
Furthermore, according to 9CFR 8417.4 (a) and (a)(2), “every establishment shall...
verify that the [HACCP] plan is being effectively implemented. On-going verification
activities include...direct observations of monitoring activities and corrective actions.”
These verification requirements were not met in 16 establishments (for details, see
Attachment B).

? According to 9CFR 8417.5 (c), “prior to shipping product, the establishment shall review
the records associated with the production of that product, documented in accordance
with this section, to ensure completeness, including the determination that all critical
limits were met, and, if appropriate, corrective actions were taken, including proper
disposition of product.” This requirement for aformal pre-shipment document review
was not met in 11 establishments (for details, see Attachment B).

? Anessential component of the development of any HACCP plan is an analysis for
physical, chemical, and microbiological hazards. In three establishments (24-336-04, 24-
520-05, and 46-128-02), chemical hazards had not been considered when the HACCP
plan was developed; in two of these (24-336-04 and 24-520-05), physical hazards had
also not been considered. In Est. 47-157-03, both microbiological and physical hazards
were part of the documented risk analysis, however, chemical risks—although they had
been considered—were not included in the risk analysis documentation.

? In two establishments (24-336-04 and 46, 128-02), critical limits were not monitored as
required.

? In Est. 46-128-02, there was no documentation of corrective actions taken when critical
limits were exceeded.

Testing for Generic E. coli

France has adopted the FSIS regulatory requirements for E. coli testing.

Four of the establishments audited ontsite and two of those selected for document audit were
required to meet the basic FSIS regulatory requirements for generic E. coli testing, and were
evauated according to the criteria employed in the U.S. domestic inspection program. The
data collection instrument used accompanies this report (Attachment C).

Two deficiencies regarding the implementation of the generic E. coli testing requirement
were noted:
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? Inthe two swine saughter establishments chosen for document review (29-027-01 and
29-225-01), statistical process control methods had not been devel oped, as required when
sponge sampling method is used, to evaluate the results. 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.

? Therest of the generic E. coli testing programs were found to meet the basic FSIS
regulatory requirements, except that, as explained in the Laboratory Audits section earlier
in this report, an aternate method, AFNOR V-08-053, was being used, without the
Equivalence Branch having been notified in advance for an equivalence determination.
The DGAL and laboratory officials were informed that, until this has been done, the
unsimplified 1SO-6579 method must be used.

Additionally, establishments had adequate controls in place to prevent meat and poultry
products intended for French domestic consumption from being commingled with products
eligible for export to the U.S.

ENFORCEMENT CONTROLS

I nspection System Controls

The French inspection system had effective programs in place for control of restricted
product and inspection samples, boneless meat reinspection, shipment security, including
shipment between establishmerts, prevention of commingling of product intended for export
to the United States with domestic product, the importation of only eligible meat or poultry
products from other counties for further processing. In addition, adequate controls were
found to be in place for security items, shipment security, and products entering the
establishments from outside sources.

Testing for Salmonella Species

Three of the establishments audited were required to meet the basic FSIS regulatory
requirements for testing for Salmonella species, and were evaluated according to the criteria
employed in the U.S. domestic inspection program. The data collection instrument used
accompanies this report (Attachment D).

France's DGAL officials had informed FSIS that they had adopted the FSIS regulatory
requirements for HACCP. They had reported that Salmonella testing in the establishments
certified as eligible to export meat and poultry products to the United States was the same
with exception of the following equivalent measures:
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1. ENFORCEMENT STRATEGY.

?  The government suspends an establishment from export to the U.S. the first time it
fails to meet a performance standard.

? The establishment can only be recertified after it has taken corrective actions and
meets the performance standard.

2. ANALYTICAL METHODS: Different methods.

?  The government laboratories were reported to use 1SO 6579 to analyze for
Salmonella. 1SO 6579 is an internationally recognized method of analysis for
detecting Salmonella.

The Salmonella testing programs were found to meet the basic FSIS regulatory requirements,
except that, as explained in the Laboratory Audits section earlier in this report, "a simplified
version of" this method (AFNOR V-08-052) was being used, without the Equivalence
Branch having been notified in advance for an equivaence determination. The DGAL and
laboratory officials were informed that, until this has been done, the unsimplified ISO-6579
method must be used.

Species Verification

At the time of this audit, France was not exempt from the species verification requirement.
The French officials stated, during the entrance meeting, that species verification was being
performed in the field, and the Auditor requested a summary of the program to be provided at
the exit meeting. During the audits in the field, however, none of the officias in any of the
establishments the Auditor visited were aware of any species verification activities being
performed. In the exit meeting, the Auditor again requested a summary of the species
verification program, but it had not yet been prepared. The French officials stated that
species verification was not the responsibility of DGAL, but rather of the Directorate Genera
for Consumers, Competition, and Fraud Repression. They further stated that they would
request a summary of whatever species verification program was in effect and provide it as
soon as it became available. As of the time of the writing of this report, it had not yet been
received.

Monthly Reviews

According to 9CFR 8§8327.2 (a) (2) (iii) (A), the foreign inspection system must maintain a
program that must, among other requirements, provide for:

“Periodic supervisory visits by a representative of the foreign inspection not less than
one visit per month to each establishment certified...to assure that requirements...are
being met: Provided, that such visits are not required with respect to any
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establishment during a period when the establishment is not operating or is not
engaged in producing products for exportation to the United States.”

Until shortly before this audit, the French meat inspection (DGAL) officials had
misunderstood the requirements for the inspection coverage provided to establishments
certified by them as eligible to export to the U.S. There was daily, cortinuous coverage by
DGAL of dlaughter operations; the misunderstanding involved coverage of cutting and

processing establishments. The DGAL officias had understood (incorrectly) that FSIS
requirements were met if the DGAL official assigned to a cutting or processing establishment
visited that establishment at |east once per month.

This misunderstanding was resolved during a teleconference held, some two weeksin
advance of the (April 3'%) beginning of the recent on-site audit of France, with Sally
Stratmoen, Chief of the Equivalence Branch of the Office of Policy, Program Devel opment
and Evaluation; Don Smart, Director, Audit Staff; Gary Bolstad, International Audit Staff
Officer, and Paul Mennecier, Head of the International Sanitary Coordination Division of the
French General Agency for Food. The exact nature of the coverage requirements was made
clear; these requirements involve two levels of coverage of cutting and processing
establishments:

1. Daily inspection coverage (avisit during the hours of operation) on any day when an
establishment is producing product that is eligible for U.S. export or for use by another
establishment in product that may be eligible for U.S. export, and

2. A documented monthly visit to each establishment certified by France as éligible to
export to the U.S., by a supervisor of the inspection personnel assigned to the
establishment, in any month during which the establishment produces product that is
eigible for U.S. export or for use by another establishment in product that may be
eligible for U.S. export.

According to the size of the Département (see the description of the organizational structure
under Headquarters Audit, earlier in this report), the internal reviews were performed by
either the head of the District or, in the smaller Départements, that were not subdivided into
Digtricts, by the Deputy Director. A yearly review was conducted of al the Départements
usually by the Directors of the Départements. In the U.S.-certified establishments, the
monthly reviews were conducted by the supervisors of the in-plant inspection personnel.
Performance of field inspection personnel was also evaluated, but the results were not part of
the routine monthly reports, and were not routinely documented.

The method of plant selection and internal review was applied equally to both export and
non-export establishments, but export establishments were reviewed with extra requirements
in mind, according to the countries for which the products were eligible for export.

Some internal reviews were unannounced and some were announced in advance. The
decision was left up to the internal reviewers; they were usually unannounced to both
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management and in-plant inspection personnel, and were usually conducted by a single
reviewer, occasionally accompanied by another.

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

If non-compliances were identified during the course of aroutine internal review, the
inspection officia responsible for the establishment had the primary responsibility for
ensuring that corrective actions were effective within a defined period of time, according to
the severity of the noncompliance; the internal reviewers aso followed up on the corrections.
In serious cases, the central authority also would conduct follow-up procedures.

The internal reviewers had full authority from detention of products in one areato complete
stopping of operations.

All batches and lots 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 ingligibility for U.S. export. Also, all other establishments are informed
immediately wheneligibility of a supplying establishment is revoked or suspended. The
Auditor confirmed that this system was in place in the field.

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, a letter
to FSISis sent by the CVO to the Counselor for Agriculture in the French Embassy in
Washington, DC, who then informs FSIS. A copy is also sent to the Agricultural Minister-
Counseglor in the American embassy in Paris. This may take from afew 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 US-€ligible export chain.

Noncompliance in establishments certified for U.S. export is reported directly to the Director
of the Département. All productsin 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. Delistment of noncompliant establishmentsis
ordered by the CVO.

The following problems with the system of internal reviews were found:

? In Est. 32-147-23, which was not visited on-site, there was no documented supervisory
visit during calendar year 2001. The (new) Deputy Director of the Département had
visited the establishment, but did not generate a report of his activities and/or
observations. The Auditor reinforced the requirement that at least one documented visit
must be done annually. Note: no products had ever been exported to the U.S. from this
establishment, but the management planned to begin in the foreseeable future.
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? In Est. 40-282-02, product for the U.S. was produced during June through July 2001 and
in February and March 2002. The only months when there were supervisory visits were
in April and October 2001 and in March 2003.

? The Département official performing the supervisory visits of Ests. 24-336-04 and 24-
550-05 (these establishments were not audited on-site) had not been informed of the U.S.
requirement for monthly visits during all months when U.S.-eligible product was
produced. This establishment had received such visits only once per year, although U.S.-
eligible product was produced during all months of the year.

? There was no visit to Establishment 67-447-05 by the Veterinarian- I n-Charge during the
month of October 2001, although there was U.S. production in that month. Following
discussions between FSIS and DGAL since that time, DGAL had informed the
establishment management, prior to this audit, that DGAL must be notified in advance
when U.S.-eligible production is to take place so that the Veterinarian I n-Charge may be
notified in advance and can perform inspection coverage on all days when the plant is
producing U.S.-eligible product.

Enforcement Activities

Consumer complaints regarding food usually go directly to the Quality Control servicesin
the establishments of origin, but occasionally some may go to the Veterinary Services
Director of the Département of 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 Dept. 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 Département and field inspection personnel, and

will involve the national and local news media. There were nearly athousand food recallsin
France in 2001, 36 of which involved products of animal origin.

Pork antigens were found in duck liver paté from Est. 46-128-02 at a U.S. port of entry in
February 2001. This establishment slaughters only poultry and conducts cutting operations
on the poultry, and also processes some pork. An investigation was initiated that involved
the Agency for Fraud Operations, and a request for more information was sent to FSIS in
July 2001; with the information provided, the French authorities were unable to determine
how any species cross-contamination could have occurred in the establishment of origin.
Raw duck foie gras (fatty liver) isreadily differentiated visually from pork liver (the former
is small and a yellowishttan color and the latter much larger and dark reddish-brown). The
on-site audit of this establishment revealed no laxity in controls to prevent species cross-
contamination.

There was considerable concern regarding the level of awareness on the part of field
inspection officials of FSIS requirements and the effectiveness of their ability to enforce
implementation of those requirements in establishments certified by DGAL as eligible to
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produce products that are to be digible for the U.S. export chain, since these field inspection
personnel had not adequately enforced compliance, by management personnel in the vast
majority of establishments audited, with various e ements of the requirements of HACCP and
SSOPs. Nearly al the field inspection personnel had had at least some formal training in
these requirements, but not all:

? The Veterinarian| n-Charge of Est. 46-102-04 had been employed by DGAL for one year
and had requested HACCP training when her employment was begun. She was given
notes from training sessions that others had attended, but had not yet been enrolled in a
formal course herself. Until shortly before the audit of this establishment, she had been
unaware of the requirement for verification procedures and pre-shipment document
reviews (both were missing in the establishment).

? Thetechnica assistant who was present for the audit of Est. 40-282-02 had been in her
position for a year, but had not had forma HACCP training, although the Deputy
Director of Veterinary Services for the Département had given her persona instruction in
the principles and she had attended routine quarterly regional correlation meetings, and
there were plans to include her in aformal training course during 2002.

? At least one Département Director, who was performing the monthly supervisory reviews
of aU.S.--listed establishment, had not had any formal HACCP training.

Exit Mesetings

An exit meeting was conducted in the headquarters of the Frerch Ministry of Agriculturein
Parison April 29, 2002. The French participants were Dr. Paul Mennecier, Head,
International Sanitary Coordination Division, Dr. JeanY ves Kerveillant, Head of the Fresh
Meat and Poultry Inspection Programs Unit; Dr. Emmanuelle Soubeyran, in charge of the
Meat and Poultry Processing Plants Inspection Programs; Dr. Maryse Flamme, Export
Assistance Department, National Interprofessional Agency for Meat, Livestock, and Poultry
(asubdivision of DGAL); Dr. Lilian Puech, Bureau of Research and Laboratory Analysis;
and Ms. Dominigue Malo, Technical Assistant, Fresh Meat and Poultry Programs Inspection
Unit. USDA was represented by Dr. Besa L. Kotati, Agricultural Minister-Counselor and
Ms. Florence Pinon, Agricultural Specialist, American Embassy, Paris; and Dr. Gary D.
Bolstad, International Audit Staff Officer, FSIS. The following topics were discussed:

1. Thedetails of the audit findings were reiterated and discussed in detail. Dr. Mennecier
gave his assurances that:

? Delistmert notices for the two unacceptable establishments had been provided to
FSIS and al other French establishments listed as eligible for U.S. export had also
been notified.
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? Field inspection officials would ensure that adequate light would be provided and
maintained at all post-mortem and retained-rail inspection stations.

?  Written instructions would be provided promptly to al field offices involved in the
supervision of establishments listed for U.S. export that would cover all points
discussed during this exit meeting and during all discussions with field officials
during establishment audits and document audits.

? DGAL would continue to provide daily inspection coverage in all establishments
whenever U.S.-eligible product was being produced, and that documented
supervisory reviews would be performed monthly whenever U.S.-eligible product
was being produced.

?  Written instructions would be sent to all establishments in which HACCP and SSOP
development, implementation, and/or documentation deficiencies had beenidentified,
requiring correction within 30 days, and field inspection personnel would be
instructed to verify and continue to monitor compliance.

? Letters had already been sent to Ests. 02-502-01, 24-520-05, 29-097-01, 31-147-23,
and 40-282-02 with deadlines for completion of corrective actions in response to
deficiencies identified.

? DGAL would ensure that al field inspection personnel in positions of responsibility
for establishments listed for U.S. export are brought up to date on the details of the
requirements for compliance regarding HACCP/PR and SSOP programs.

? Regarding the methods employed for testing of field samples for the presence of
generic E. coli and Salmonella species, all microbiology laboratories handling
samples from U.S.- listed establishments had been contacted, and it had been
determined that (1) most of them were using the methods that had been reported to
FSIS, and (2) the methods used in the laboratory in Cahors were those used in the
French national surveillance program. The alternate methods would be provided to
FSIS promptly for equivalence determination; in the meantime, the laboratory
officials would be instructed to use the methods reported to FSIS for field samples
from U.S.--listed establishments.

? A summary of the species verification program would be provided to FSIS as soon as
itisavallable.

Following the exit meeting with the French officias, a teleconference was held with the same
participants mentioned above and, in addition, Dr. Nicolas Guth, DG, Health and Consumer
Protection Directorate General (SANCO), European Commission; Ms. Caroline Hommez,
Agricultural Specialist, United States Mission to the European Union, Brussels; and Ms.
Sally Stratmoen, Chief, International Policy Staff. The content was identical to that of the
exit meeting with the French officials.
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CONCLUSION

In nine of the 11 establishments audited ontsite, the inspection system of France was found to
have effective controls to ensure that products destined for export to the United States were
produced under conditions equivalent to those which FSIS requires in domestic
establishments.

Ten major concerns resulted from this audit:

?

HACCP implementation was found to be deficient in 16 of the 18 establishments whose
records were audited.

SSOP implementation deficiencies were identified in eight of the 18 establishments
whose records were audited.

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

Pest control was inadequate in four esablishments.

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
evauated, statistical process control methods had not been devel oped, as required, to
evaluate the results.

Alternate methodol ogies were being used on U.S.-eligible product for testing for generic
E. coli and Salmonella species that had not been submitted to the International Policy
Division's Equivalence Branch in advance for equivalence determination.

Some field inspection personnel in positions of responsibility for U.S.-listed
establishments had not had formal HACCP training.
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Eleven establishments were audited; two of these were unacceptable. The deficiencies
encountered during the onsite establishment audits, in those establishments that were found
to be acceptable, were adequately addressed to the auditor’ s satisfaction.

Dr. Gary D. Bolstad
International Audit Staff Officer

ATTACHMENTS

Data collection instrument for SSOPs

Data collection instrument for HACCP programs

Data collection instrument for E. coli testing

Data collection instrument for Salmonella testing

Laboratory audit form

Individual Foreign Establishment Audit Forms

Written Foreign Country’ s Response to the Draft Final Audit Report
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Attachment A-1

Data Collection I nstrument for SSOPs

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for
SSOPs 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 SSOP program.

The procedure addresses pre-operational sanitation.

The procedure addresses operational sanitation.

The pre-operational procedures address (at a minimum) the cleaning of food-contact

surfaces of facilities, equipment, and utensils.

The procedure indicates the frequency of the tasks.

The procedure identifies the individuals responsible for implementing and maintaining

the activities.

7. Therecords of these procedures and any corrective action taken are being maintained on
adaily basis.

8. The procedure is dated and signed by the person with overall on site authority.

el N

o u

The results of these evaluations were as follows:

Est. #

1.Written

program
addressed

2.Preop
sanitation
addressed

3. Oper.
sanitation
addressed

4. Contact
surfaces
addressed

5. Fre

quency
addressed

6. Respons
ibleindiv.
identified

7.Docw
mentation
done daily

8. Dated
and signed

02-502-01

?

?

?

24-336-04

Inadeg*

Inadeq.*

29-097-01 ?

40-088-03 ?

40-282-02 "

46-102-04 *

46-128-02

67-447-05

67-482-21

N[NNI N N N N NI N

N[NNI NI N ] NN
NN N NI NI NI NI N
NI NI NI I NI NI RN BN N

NN N NI NI N NN

85-109-01

ASAEICH EON O R RO R RO N BEON BEO N BV BV N BEN
N N[N ] ] ]

87-085-03 2 2 ? ? 2 ”

24-336-04 — Cleaning/disinfection of product-contact surfaces (hanging racks for carcasses) did not
follow the non-specific written plan, which had one statement that al rooms and equipment are
cleaned and disinfected. Also, one single number was entered in aform to indicate the pre-
operationa sanitation findings. An“X” entered in ablock was the only indication of “cleaning and
disinfection” during operations, but there was no indication of what was cleaned or disinfected.
46-102-04 — Records of pre-operational and operationa findings did not reflect conditions observed
during the audit.

46-128-02, 67-482-21 — Problems noted before the start of operations were documented, but routine
operational sanitation activities, findings, and corrective actions were not.

40-282-02, 67-482-21 — Corrective actions were routinely documented, but preventive measures
were not.
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Documentation was also audited from the following establishments that were not visited on

Attachment A-2

site:
1.Written 2.Pre-op 3. Oper. 4. Contact 5. Fre 6. Respons | 7. Docu 8.Dated
program sanitation sanitation surfaces quency ible indiv. mentation and signed
Est. # addressed addressed addressed addressed addressed identified done daily
19-031-02 ? ? ? ? ? ? 7 ?
245206 ? ? ? ? ? ? ? ?
29-027-01 ? ? ? ? ? ? ? ?
29-097-20 ? ? ? ? ? ? ? ?
292501 ? ? ? ? ? ? ? ?
3214723 ? ? ? ? ? ? 7 ?
47-157-03 ? ? ? ? ? ? 7 ?

32-147-23 There was daily documentation of pre-operational sanitation activities, but it was
quite superficial and did not include preventive measures; also some entries did not contain
adequate descriptions of the deficiencies. Documentation of operational sanitation activities
was very superficid.

19-031-02, 47-157-03 There was daily documentation of both pre-operational and
operational sanitation activities, but it did not include preventive measures.
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Attachment B-1

Data Collection I nstrument 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 criteriaemployed in the U.S.
domestic inspection program. The data collection instrument included the following statements:

1. Theestablishment hasaflow chart that describes the process steps and product flow.

2. Theestablishment has conducted a hazard analysis that includes food safety hazards likely to occur.

3. Theanaysisincludes the intended use of or the consumers of the finished product(s).

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

5. All hazards identified in the andysis areincluded in the HACCP plan; the plan lists a CCP for each food safety hazard identified.

6. TheHACCP plan specifiescritical limits, monitoring procedures, and the monitoring frequency performed for each CCP.

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

8. TheHACCP plan was validated using multiple monitoring results.

9. TheHACCP plan lists the establishment’ s procedures to verify that the plan is being effectively implemented and functio ning and the
frequency for these procedures.

10. The HACCP plan’s record-keeping system documents the monitoring of CCPs and/or includes records with actual values and
observations.

11. TheHACCP plan is dated and signed by aresponsible establishment official.
12. The establishment is performing routine pre-shipment document reviews.

The results of these evaluations were as follows:

1. 2.Haz- | 3.Use 4.Plan | 5.CCPs | 6.Mon- 7. Corr. 8. Plan | 9.Ad- 10.Ade | 11.Dat- 12.Pre-
Flow adan- | & for for al itoring is | actions validat equate | -quate ed and shipmt.
dia- aysis users each hazards spec- are des- -ed verific. docu- signed doc.
Est. # gram conduc | includ- | hazard ified cribed proced | menta review
-ted ed -ures tion
02-502-01 ? ? ? ? ? ? ? ? ?* ? ? ?
24-336-04 ? Inad.* ? ? ? Inadeq.* ? ? NO NO ? ?*
29-097-01 ? ? ? ? ? ? ? ? Yal ? ? ?
40-088-03 2 ? ? ? ? ? ? 2 ? ? 2 2
40-282-02 ? ? ? ? ? ? ? ? ?* ? ? NO
46-102-04 ? ? ? ? ? ? ? ? ?* ? ? NO
46-128-02 ? Inad.* ? ? ? Inadeq.* NO ? ?* ? ? NO
67-447-05 2 ? ? ? ? ? ? 2 ? ? 2 ?
67-482-21 ? ? ? ? ? ? ? ? ? ? ? NO
85-109-01 ? ? ? ? ? ? ? ? 2% ? 2 ?
87-085-03 ? ? ? ? ? ? ? ? 2% ? ? ?*

02-502-01, 29-097-01, 40-282-02, 46-102-04, 46-128-02, 85-109-01 There was documentation of calibration but not of observation of the
actual monitoring of the critical limits during production.

24-336-04 Neither physical nor chemical hazards were considered when developing the HACCP plan. Ciritical limits for contamination at
evisceration were not monitored except for documentation of ruptured gut during the daughter procedure. Many stepsin the daughter
process had been identified as CCPs that did not fit the definition (e.g., bleeding, scalding, plucking, and flaming). Verification was not
addressed in the written HACCP plan. There was no documentation of any verification procedures (including calibration). A pre-shipment
document review form of sorts had been developed, but it was extremely superficial.

40-282-02, 46-102-04, 67-482-21, 87-085-03—Documentation of the meeting of critical limits was kept, but formal pre-shipment document
review forms had not yet been devel oped; the Auditor explained the requirement in detail; the management officials gave assurances they
would be developed before any U.S.-€ligible products leave the establishments.

46-128-02 Chemicd hazards were not considered when developing the HACCP plan. Several CCPs for cooler temperature were recorded
continuously. No routine daily monitoring of the critical limits was included in the written plan or documented. Corrective act ions taken,
when critical limits for cooler temperatures were exceeded, were not documented.

87-085-03 Verification procedures were conducted, according to management officials, but they were not described in the HACCP plan
and were not documented.
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Attachment B-2

Documentation was also audited from the following establishments that were not visited on-site:

1. 2. 3.Use | 4. 5. 6. 7.Caorr. | 8. 9.Ad | 10.Ad | 11. 12.Pre
Flow | Haz- | & Plan CCPs Mon- actions | Plan equat | e Da-ed | -
dia ard usars | for for al itoring | aredes | valida | e quate | and shipmt
Est. # gram | an- includ | each hazards | isspec | cribed | t-ed verifi | docu | signed | .doc.
adysis | -ed hazar ified C. menta review
condu d proce | -tion
c-ted d-ures
1908102 | 5 ? 2 2 ? ? ? 2 7 2 2 2
24-520-05 ? Inad.* ? ? ? ? ? ? NO ? ? NO
2902701 | - - - - 5 5 - - o 5 5 o
2909720 | 4 ? ? ? ? ? ? ? 7 ? ? 7
2922501 | o 2 2 2 2 2 2 2 * 2 2 >
3214123 | o 2 2 2 2 2 2 2 2 2 2 NO
4715703 | ?* ? ? ? ? ? ? ?* ? ? ?

24-520-05 Neither physical nor chemical hazards were considered when developing the
HACCP plan.

19-031-02, 29-027-01, 29-097-20, 29-225-01, 32-147-23 There was documentation of
calibration but not of observation of the actual monitoring of the critical limits during
production.

32-147-23 A formal pre-shipment document review form had not yet been developed, but
the establishment had not exported any products to the U.S., athough the management
intended to begin in the foreseeable future. The manager gave assurances it would be
developed before any products are produced for the U.S. The central authority DGAL
representative gave assurances the establishment would be informed in writing of the need
to correct these deficiencies within 30 days and that compliance would be ensured.

29-027-01, 29-097-20 A formal pre-shipment document review form had not yet been
developed, but the establishment had not exported any products to the U.S., although the
management intended to begin in the foreseeable future. The manager gave assurances it
would be developed before any products are produced for the U.S.

29-225-01 A formal pre-shipment document review form had not yet been developed. The
establishment had not exported any products to the U.S. yet this calendar year, and the
manager gave assurances that it would be developed before any products are again produced
for the U.S.

47-157-03 Both microbiological and physical hazards were part of the risk analysis.
Chemical risks were also considered but were not part of the risk analysis documentation.
There was documentation of calibration, but not of monitoring of the personnel recording the
values at CCPs.
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Attachment C-1

Data Collection Instrument for GenericE. 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:

o g~ w NP

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 proper carcass site(s) and/or collection methodology (sponge or excision) iSare
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 or an
equivalent method.

The results of the tests are being recorded on a process control chart showing the
most recent test results.

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

1.Writ- 2. Samp- | 3.Samp- | 4.Pre 5. Samp- | 6.Pro- 7.Samp- | 8.Using | 9. Chat | 10.Re
ten pro- ler des- ling lo- domin. ling at per site lingis AOAC or graph | sultsare
Est. # cedure ignated cation species thereq'd | or rancom | method of kept at
given sampled | freg. method results least 1yr
02-502-01 NA NA NA NA NA NA NA NA NA NA
24-336-04 ? ? ? ? ? ? ? ? ? ?
29-097-01 ? ? ? ? ? ? ? ? ? ?
40-088-03 NA NA NA NA NA NA NA NA NA NA
40-282-02 NA NA NA NA NA NA NA NA NA NA
46-102-04 NA NA NA NA NA NA NA NA NA NA
46-128-02 ? ? ? ? ? ? ? ? ? ?
67-447-05 NA NA NA NA NA NA NA NA NA NA
67-482-21 NA NA NA NA NA NA NA NA NA NA
85-109-01 ? ? ? ? ? ? ? ? ? ?
87-085-03 NA NA NA NA NA NA NA NA NA NA

27

EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES



Attachment C-2

Documentation was also audited from the following establishments that were not visited on
site:

1.Writ- 2. Samp- | 3.Samp- | 4.Pre 5. Samp- | 6.Pro- 7. 8.Using | 9. Chat | 10.Re
ten pro- ler des- ling lo- domin. ling at per site Samp- AOAC or graph | sultsare
Est. # cedure ignated cation species thereg'd | or lingis method of kept at
given sampled | freq. method | random results least 1yr
19-031-02 NA NA NA NA NA NA NA NA NA NA
24-520-05 NA NA NA NA NA NA NA NA NA NA
29-027-01 2 ? ? 2 ? NO 2 ? ? ?
29-225-01 2 ? ? 2 ? NO ? ? ? ?
29-097-20 NA NA NA NA NA NA NA NA NA NA
32-147-23 NA NA NA NA NA NA NA NA NA NA
47-157-03 NA NA NA NA NA NA NA NA NA NA

29-027-01, 29-225-01 Statistical process control methods had not been developed to evaluate
the results of the E. coli testing, as required in establishments using the swab method of
sampling: these establishments were using the method developed only for excision samples.
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Attachment D-1
Data Collection Instrument for Salmonellatesting

Each dlaughter 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:

1. Samonellatesting is being done in this establishment.

2. Carcasses are being sampled.

3. Ground product is being sampled.

4. The samples are being taken randomly.

5. The proper carcass site(s) and/or collection of proper product (carcass or ground) iS/are
being used for sampling.

6. Establishmentsin violation are not being allowed to continue operations.

The results of these evaluations were as follows:

1. Testing 2. Carcasses | 3. Ground 4. Samples 5. Proper site | 6. Violative
Est. # asrequired | aresampled | productis aretaken and/or est’s stop
sampled randomly proper prod. | operations
02-502-01 NA NA NA NA NA NA
24-336-04 NA* NA NA NA NA NA
29-097-01 ? ? NA ? ? NA
40-088-03 NA NA NA NA NA NA
40-282-02 NA NA NA NA NA NA
46-102-04 NA NA NA NA NA NA
46-128-02 NA* NA NA NA NA NA
67-447-05 NA NA NA NA NA NA
67-482-21 NA NA NA NA NA NA
85-109-01 NA* NA NA NA NA NA
87-085-03 NA NA NA NA NA NA

24-336-04, 46-128-02, 85-109-01 — Salmonella testing is not required for ducks and geese.

EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES
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Attachment D-2

Documentation was aso audited from the following establishments that were not visited on

site:
19-031-02 NA NA NA NA NA NA
24-520-05 NA NA NA NA NA NA
29-027-01 ? ? NA ? ? NA
29-097-20 NA NA NA NA NA NA
29-225-01 ? ? NA ? ? NA
32-147-23 NA NA NA NA NA NA
47-157-03 NA NA NA NA NA NA

EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES
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¥ ' REVIEW DATE | NAME OF | OREIGN LABORATORY
FOREIGN COUNTRY LABORATORY REVIEW OR
(Comment Sheet] 4/12/2002 Laboratoi e Departemental d* Analyses
FOREIGN GOV'T AGENCY CITY & COUNTRY ADDRESS JF LABORATORY
DGAL Cahors, France Regourd ! ud - BP 295

NAME OF REVIEWER
Dr. Gary D. Bolstad

NAME OF FOREIGN OFFICIAL
Dr. Maryse Flamme, Dr. Lilian Puech

RESIDUE ITEM

COMMENTS

Both 07

DGAL had officially informed FSIS that the FSIS regulatory requir ments for generic E. coli had been adopted.
However, in this microbiology laboratory an alternate method, AFM OR (Association Francaise de
Normalisation) V-08-053, was being used for ficld E. coli samples. This alternate methodology had not been
submitted to the International Policy Division's Equivalence Branch in advance for an equivalence determination

before it was used for U.S.-eligible product. The DGAL and labor tory officials were informed that, until this
has been done, the AOAC method must be used.

Likewise, DGAL had officially informed FSIS that the [SO-6579 o :thod was being used for Salmonelia.
However, "a simplified version of™ this method (AFNOR V-08-052) was being used. Again, any alternate
methodology must be submitted to the Policy Branch in advance for an equivalence determination before it may

be used for U.S.-eligible product; this was not done. The DGAL a1d laboratory officials were informed that,
until this has been done, the unsimplified ISO-6579 method must t 2 used.
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s REVIEW DATE NAME OF | OREIGN LABORATORY
FOREIGN COUNTRY LABORATORY REVIEW
(Comment Sheet) 4/18/2002 Laboratoi ¢ Départemental d* Analyses
FOREIGN GOV'T AGENCY CITY & COUNTRY ADDRESS JF LABORATORY
Public Laboratory Vannes, FFrance 6, Avenuc Edgar Degas

NAME OF REVIEWER
Dr. Gary D. Bolstad

NAME OF FOREIGN OFFICIAL
Dr. Herve Knockaert (Dept. Director), Dr. L lian Puech

COMMENTS

RESIDUE ITEM
All 03

CAP,OC 14

OP,PCB

0OC,0P, 16

PCB

Turnaround times met the requirements of the European Commissio 1, and were usually in the range of two
months for heavy metals, and between two and four months for the sther classes of compounds. If any targeted

samples were analyzed, e.g., for injection sitc lesions, the analyses ~ere completed within 24-72 hours.

The check sample program met the requirements of the European C ommission; the laboratory was accredited by
the Fench Accreditation Committee and (except for the chromatogr: phy section) also under 1SO-17025.

Inter-laboratory check samples for organochlorines, organophospha es, PCBs, and heavy metals were provided

annually by the French Agency for Food Safety AFFSA and the Int:rprofessional Burcau for Analytical Studies

(BIPEA) . Inter-laboratory check samples for chloramphenicol we: ¢ expected to be provided in the near future.

The chromatography section was not yet accredited under ISO-170 5 and consequently written corrective action

programs for organochlorines, organophosphates, and PCBs, had n»t yet been developed, but this was expected

. to be completed by the end of 2002.

FSIS FORM 9520-4 (9/96)
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United States Department of Agriculture

Food Safety and Inspection Service

Forelgn Establishment Audit Checklist

1

" ESTABLISHMENT NAME AND LOCATION
[Zts. Aromont.

I
|

French offictals: Dr. Maryse Flamme, Dr.
George Guichon, Ms.Dominique Wersinger

Place an X in the Audit Results block to indicate noncomphance wnh rcqunrcn ents.

2 AUDITDATE
4/24/2002

5 NAME OF AUDITOR(S)

|

1

Dr. Gary D. Bolstad

3 ESTABLISHMENT NO
02-502-0t

4 NAME OF COUNTRY
IFrance

[
!
1 6 TYPC OF AUDIT

[ ON-SITE AUDIT l lDOCUMENT AUDIT

Use O if not applicable.

Part A - Sanitation Standard Operating Procedures (SSOP) ,,a;_ P 1 D - Contiaued At
Basic Requrements Resus Ec>nomic Samplmg Resuls
"7 wittea SSOP " 33, Schcdulcd_s_amp(e o A
8. Reco«!s documeantng implementation 34 Speces Tes(mg I i
9 Sugned and daled SSOP, by on-site or overll authority, 15 Residue
“"Sanitation Standard Operating Procedu ssop - o o J i
tati _ Op ) g Procedures (SSOP) Part E - Other Requmements
o Ongoing Requirements R e
10. fmplementation of SSOP's, including monitoring of implemeantation. 36. Export
11. Maintenance and evaluation of the effectveness of SSOP's. 37. Wmport T
.- - - p” - [ SR
12. Corective acinot_\ wtfen the SSOP§ have faled to prevent direct 18 Establishment Grouw 5 and Pest Control X
product contamination or aduleration.
13. Oaly records document item 10, 11 and 12 above. 39, Establishment Constr iction/Maintenance X
Part B - Hazacd Analysis and Critical Controt 40. Light
Point (HACCP) Systems - Basic Requirements T B
- == em— 41, Ventilation
14. Developed and implemented 2 written HACCP plan . . e e -
15. Conlents of the HACCP fist the {ood safety hazards, 42, Plumbing and Sewag:
. giticd coatrol pants, critical limits, procedues, comective actions. _ — — T T T e e e e e ]
16. Records documenting implementation and monitacing of the ‘7?_1\’_3{& S_UPBIY e
HACCP plan. T T
-- —-———1 44. Dressing Rooms/Lav ilones
17. The HACCP plan is sgned and daed by the responsible ———— -
establishmeat mdvidual. 45, Equipment and Uten ds
Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations X
18. Monitoring of HACCP plaa. 47. Employee Hygiene
19. Verification and vaidation of HACCP . X
tion © plan 48. Condemned Produc: Control
20. Cowrective action written in HACCP plan.
21. Reassessed adequacy of the HACCP plan. Part £ - laspection Requirements
22. Records documenting: the writea HACCP plan, monitoring of the 49. Govemnment Staffin .
critical controfl points, dates and times of specific evert occuences.
Part C - Economic / Wholesomeness 50. Datly lnspection Co ‘erage
23. Labeling - Product Standards
51. Enforcement
24. Labding - Net Weights
. 52. Humane Handling
25. General Labeling
26. Fin. Prod Standads/Boneless (Defects/AQUPak SkinsMoisture) 53, Animal Wdeatdicatio s
Part D - Sampling " . "
Generic E. coli Testing 54. Ante Mortem laspe :ton
27. Watlen Procedures 55. Post Mortemn lasge (ton
i 28 Sample Collection/Analysis - R
— Part G - Other t egulatory Oversight Requirements
29. Records
. . . ty Drect X
Salmonella Peformance Standards - Basic Requirements $6. European Commur ty Drectives
- [—
30. Coaective Actions { 57. Monthly Review
31. Reassessment ‘ S8.
32, Wrlten Assurance i 9.
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! United States Department of Agricutiure
Food Safety and Inspediion Service

1 ESTABUSHMENT NAME AND LOCAT!ON

[3ts. Rougic Bizac International, Brive
IFrench officials: Dr. Maryse Flamme

Part A- Sanitation Standard Operating Procedures (SSOP)
Basic Requrements

7. Written SSOP

B Recoms documenting implementation

9. Sngned and dated SSOP, by on-site or overall amhorrty
Sanitation Standard Oper Operatmg ] Procedures (SSOP)
- me Ongoing Requirements

10. implementation of SSOF's, includng monitoring of

11. Maintenance and evaluation of the effectiveness of SSOP's

12. Comeclive action when the SSOP s have faled {0 prevent direct
product contaminalion or aduteration,

1. Dailyreccxds document tem 10, 11 and 12 above.

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

14. Developed and implemented a written HACCP plan .

15. Caontents of the HACCP [st the {0od safety hazards,
critical control points, crtical imits, procedures, comeclive

16. Recocds documeating impementation and mondoring of the
HACCP pfan

17. The HAACP gan is signed and dated by the fesponsible
establishment ndivdual.

Hazard Analysis and Critical Control Poiat
(HACCP) Systems - Ongoing Requirements

UDfT DATC

4/11/2002

i |
i i
ls NAME OF AUGTOR(S) i
‘ Dr. Gary D. Bolstad !

Place an X in the Audlt Results block to mdtcale noncomphance with requirtemer

‘ 3 ESTABUSHMENT NO

Fore|gn Establlshment Audit Checkl( it

4 NAMC OF COUNTRY

19-031-02

IFrance
6 YYPE OF AUDIT

, JON STE AUOMT lX Joocumcm

ts. Use O if not apphcable
£ d 0- Contnued
Ecnomic Sarmlmg

33 Schedul-cd Sam pkr

34, Speccs Testing
35. Reswue

Part € - Other Requirements

38 Estabkshment Grouw 5 and Pest Control

39. Establishment Const: iction/Maintenance

40 L»ghl

41. Ventdaton

42. Plumbing and Sewag 2

43, Water Supply

44 Oressng RoomsA a\ stones

45. Equipment and Uteq .ils

AUDO

46. Santtary Operations

18, Monitoring of HAACP plan

47. Employee Hygiene

19. Vedfication and validation of HAACP plan

48. Condemned Produc Control

20. Comective aclion written in HAACP plaa

21. Reassessed adequacy of the HAACP plan

Part ¥ - [nspection Requirements

22. Records documentng: the writtea HAACP plan, monitodng of the
critical control points, daes and times of specific evert occurrences.

Part C -Economic [ Whalesomeness

23. Labeling - Product Standards

49. Govemrent Staffin §

0. Daily nspection Co erage

24_ Labeling - Netl Weights

S1. Enforcement

25. General Labeling

$2. Humane Handling

26. Fin. Prod Standads/Boneless (Defeds/AQUPak SkinsMoisture)

53. Animal dentdicatic 1

Part D - Sampling
Generic E. coli Testing

27. Written Procedures

28. Sampie Colection/Anatysis

54. Ante Mortem hspe :tion

§5. PostMortem hspx ttion

Salmonella Performance Standards - Basic Requirements

30 Corrective Actions

31. Reassessment

56. Eurmpean Commu ity Diceclives

57. Monthly Review

58.

32, Wrilten Assurance

59.

Part G -Other {egulatoryOversght Requirements -

FSIS- 5000-6 (Proposal 5)



F-Sa

. United States Department of Agriculture
Food Safety and Inspection Service

Forelgn Establishment Audit Checkl st

ESTABLISHMENT NAME AND LOCATION
C.A_T.; Prats-de-Carlux. I

! 2. AUDIT DATE
4-11-2002

. 5 NAME OF AUDITOR(S)

1

French officials: Dr. Maryse Flamme, Dr.
Y. Lobjoit, Dr. B. Rouzier

!

|3 ESTABLISHMENT NO.
24-336-04

Dr. Gary D. Bolstad

4. NAME OF COUNTRY
France

| 6. TYPE OF AUDIT

Place an X in the Audit Results block to indicate noncomphance wnh requirer lents. Use O if not apphcable

Part A - Sanitation Standard Operating Procedures (SSOP)

Auht

" £t D- Continued

|
i
[ X on-siTE AUDIT DOCUMENT AUDIT

28 Sample CoﬂectnonIAnaWs:s

29. Records

Salmonella Performance Standards - Basic Requirements

]

30. Corrective Actions

31. Reassessment

56.

Part G - Other R :qulatory Oversight Requiements

European Communi y Drectives

57.

58.

Manthly Review

32. Wrtten Assurance

59.

Auckt
Basic Requirements Resuts E onomic Sampling Resuts
7. Wiitten SSOP o - 33. Scheduled Sample -
8. Records documenting implemeatation. 34. Speces Testing D
9. Signed and dated SSOP, by on-site or overli authorty. ‘1 15, Residue - T |
“Sanitation Standard Operating Procedures (S50F) | . -
Op 9 ( ) Part £ - Other Requirements
Ongoing Requirements ]
10. {mpiementation of SSOP's, includng monitoring of lmp(emenlalnon X 36. Export
11. Maintenance and evaluation of the effectveness of SSOP's. 37. Import
12 Conective action when the SSOP's have faled to prevent dn;e:_“—“ Establ G N ’ —‘VW‘
product contamination or aduteration. 38. Establishment Grouw s and Pest Control X
13. Daily records document item 10, 11 and 12 above. 39. Establishment Consti ction/Maintenance X
Part B - Hazard Analysis and Critical Control 40 L'ght X
Point (HACCP) Systems - Basic Requirements oo ; T - v
- - — 41. Ventilation
14. Developed and implemented a written HACCP plan . X U I
15. Cortents of the HACCP list the food safety hazards, 42. Plumbing and Sewag
aiticd confrol pdnts, crtical limits, procedures, comective actions. -
16. Recoeds documenting implementation and mondtoring of the 43. Water Supply
HACCP plan. Tt - 1
- - 44. Dressing Rooms/Lav tories X
17. The HACCP plan is sgned and dated by the responsible — e e .
establishment individual. 45. Equipment and Uten ils b
Hazard Analysis and Critical Control Point
{HACCP) Systems - Ongoing Requirements 46. Sanitary Operations
18. Moniboring of HA fan. T
_ ontoring CCP plan 47. Employee Hygiene X
19. Verdficaton and vaidation of HACCP plan. X
48. Condemned Product Control
20. Corective action written in HACCP plan. i
21. Reassessed adequacy of the HACCP plan. Part F - lnspection Requirements
22, Records documenting: the written HACCP plan, monitoring of the 49. Govemment Staffing
critical control pints, dates and tmes of specific evert occurrerces.
Part C - Economic / Wholesomeness 50. Daty laspection Cor erage X
23. Labeling - Product Standards
51. Enforcement
24. Labding - Net Weights
i
25. General Labeling §2. Humane Handling
26. Fin. Prod Standacds/Boneless (Defects/AQL/Pak SkinsMoisture) 53. Animal deatificatior
Part D - Sampling -
Generic E. coli Testing $4. Ante Mortem [nspec fon
27. Written Procedures 55. Post Mortermn Inspec ion X
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,FSIS 5000-6 (04/04/2002) F- 3 b Page 2 of 2
60. Observation of the Establishment

Est. 24-336-04 - EroncCe

10 Cleaning/disinfection of product-contact surfaces (hanping racks for carcasses) did not follow the written plan, which had one statement
that all rooms and equipment arc to be cleaned and disinfected.

12 Documcntation of both pre-operational and operational sanitation activitics, findings, and cor cctive actions was inadequate. This
documentation did not reflect the sanitary conditions observed during the audit.

15 Neither physical nor chemical hazards had been considered when developing the HACCP pla 1.

16 Documcntation of the meeting of critical limits was kept, but a formal pre-shipment documer . review form had not yet been developed;

the Auditor explained the requirement in detail; the management officials gave assurances it * sould be developed before any products are
produced for the U.S.

19 No verification procedures were included in the written HACCP plan. Calibration of instrur :nts was documented but not observation of
persons recording critical limits or verifying their entries.

38 Many old cobwebs were preseat in the employees’ changing rooms and in the window arca ¢ rectly above the main hand-wash station for
employces al one entrance to the establishment. No corrective actions were taken.

39 (A) Bleeding was performed in an arca that was open to the outside environment on two sidi s. (B) The conveyor to the de-feathering
arca passcd through a large opening that was only half covered with swinging doors; the othc r half was completely open to the outside
environment. (C) There were no effective walls between the de-feathering arca and the evisc cration/post-mortem inspection arca.

40 CLuropean Commission Dircctives require 540 Lux (49 foot-candles) of light at post-mortem nspection stations. The light available at

post-mortem inspection in this establishment was measured during the audit as only 220 Lux (20 foot-candles). No corrective actions
were taken.

44 (A) At the main catrance to the establishment, the roll of hand towels was stored on an insani ary window shelf with obvious caobwebs,
togcether with a coumarin-containing bait station. No corrective actions were taken. (B) Em iloyees’ work clothes were stored in direct
contact with a fieldstone wall. Many cobwebs were observed, and genceral housckeeping wa : very poor. (C) The hand soap dispenser
available to workers entering the cvisceration room from the stunning/bleeding arca was nor -functional.

45 Racks for hanging {reshly-staughtered ducks that had apparently passed pre-operational sani ation inspection were observed with obvious
residues from previous production. These were reported to be routinely“cleaned and sanitize 17 at a sister plant, and were only rinsed with
(not hot) water at this plant before usc. Corrective actions were ordered.

46 Several doors 1o the outside from exposed-product production areas were left open during o -crations. Corrective actions werc
ineffective.

50 The Veterinarian-In-Charge was reported to have made daily visits to the establishment, but there was no documentation of these routine
visits unless he had problems to document.

55 Post-mortem inspection was performed by a DGAL employee from a distance of approxim: tely 6 feet from the inspection surfaces.

57 The requirement for monthly supervisory reviews had been misunderstood until recently: s ipervisory visits had been done only once per
year. The central French officials were now fully aware of the requirement; however, the v terinary health official who performed the
supervisory visits had not been informed of the need for monthly supervisory reviews wher U.S.-eligible product is produced. The
Auditor carcfully explained the requirement.

The DGAL officials determined that this establishment failed to meet basic U.S. requirements (t ¢ FSIS Auditor was in complete agreement)

and voluntarily removed it from the list of plants eligible to produce products for the U.S, effec ve as of the start of operations on the day of
the audit.

61. NAME OF AUDITOR 162, AUDITOR SIGNATURE AND )JATE

e o oo | Pt /it for




United States Department of Agricutlure
Food Safety and (nspection Service

Foreign Establishment Audit Checkli st

1 ESTABLISHMENT NAME ANO LOCATION i
Coop. Perigord Quercy, Sarlat-la- 1
Cancda; I'rench officials: Dr. Maryse |
FFlamme ‘l

2 AUDT DATE

41112002 |

5 NAME OF AUOWOR(S)

Dr. Gary D. Bolstad

3 ESTABLISHMENT NO

4 NAMC OF COUNTRY

24-520-05 IFrance

[ TYPE OF AUDﬂ'

Place an X in the Audit Results block to indate noncomphance with requnreme ts. UseO if not apphcablc

l[ ’ON SUTE AUDTT [ WOOCUMCNT AUDIT

Pat A - Sanitation Standard Operating Procedures (SSOP) ] i Pt D - Continued | " e
Basic Requirements Resuts E( onomic Sampling Results
7. Written SSOP 33, Scheduled Sample Tmmm T T -
8. Records documenting implementation. 34, Species Testing
9. Signed and dated SSOP, by on-site o ovecall authadty. 15 Residue ’ T -
Sanitation Standard Operating Procedures (SSOP) T T T
. Op . 9 ( ! Part E - Other Requmements
. Onagoing Requirements - e
10. Implementation of SSOF's, includng monitoring of 36, Expoﬂ
11. Maintenance and evaluation of the effectiveness of SSOP's. 37. Impod T Rl o
12. Comective action when the SSOF's have faied to p_(cven( dicect T ;:éT;gh ST T st e e — o s S .
product cortaminatian or aduteration. . Estabiishment Groun s and Pest Control
13. Daity records document tlem 10, 11 and 12 above. 39. Establishment Consti iction/Maintenance
Part B - Hazard Analyms and Crtical Contm( 40. Light
Point (HACCP) Systems - Basic Requirements T -
e - 41 Ventilation
14. Developed and implemented a written HACCP plan . e e e e e e -
15. Conteats of the HACCP st the {food safety hazards, 42. Plumbing and Sewag
R criical control points, crtical limits, procedures, conective X - —
16. Records documenting impementation and monitoring of the 43. Watec Supply
HACCP plan. - -
: - . b — =] 44 ODressing RoomsA av itaries
17. The HAACP gan is signed and dated by the responsible - - e
establishment indivdual. 45. Equipment and Uten its
Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongong Requirements 46. Sanitary Operations
18. Monitoring of H T
oaitoring of HAACP plan 47. Employee Hygiene
19. Verification and validation of HAACP plan X
48. Condemned Product Control
20. Cormective action writtea in HAACP plan
21. Reassessed adequacy of the HAACP plan Part F - {nspection Requirements
22. Records documenting: the written HAACP plan, moaitorng of the -
critical control points, daes and limes of speciic evert ocosvences. X 49. Govemment Staffin
Part C - Economic / Wholesomeaess $0. Daily nspection Con 2rage
23. Labeling - Product Standards -
$1. Enforcement
24. Labefing - Net Weights
25. General Labeling 5$2. Humane Handiing
26. Fin. Prod Standamds/Boneless (Defeds/AQUPak SkinsMorsture) 53, Animal Kentificatior
Part D - Sampling ]
Geaneric E. coli Testing 54. Ante Modem hspe sioa
27. Wiritlen Procedures 55. Post Mortem hsped lion
28. Samptle Colection/Analysis P
) Part G - Other f 2gulatory Oversight Requxrements
29. Recocds

. European Commun yDirectives

30. Corective Actions 57. Monthly Review
31. Reassessment S8.
32. Written Assurance 59.

FSIS- 5000-6 (Proposal 5)



FSIS 5000 6 (Pfoposal 5) Page 2 of 2
60. Observatton of the Estabhshment '

Est. 24-520-05 - FCance

15 Neither physical nor chemical hazards were considered when develoving the HACCP plan.

19 No verification procedures were written into the HACCP plan and nne were carried out.

22 A pre-shipment document review procedure and form had not been leveloped.

Note: The DGAL officials suspended this establishment’s eligibility to produce products eligible for
U.S. export and issued the equivalent of a Letter of Intended Enforcement requiring prompt develop-

ment and implementation of the missing clements of the HACCP syster1 before U.S -cligibility would
be reinstated.

61. NAME OF AUDITOR ' o | 62. AUDITOR SIGNATURE AN!) DATE o '
Gory D. Bdstad DVM | WW »__f////ﬂal_,_m__



Place an X in the Audit Results block 1o indicate noncompllance wnh requuem :nts.
Part A - Saaitation Standard’ Operating Procedures (SS0P)

i United States Department of Agricuttuce

Food Safety and lnspection Service

Foreign Establishment Audit Checklist

ESTABLISHMENT NAME AND LOCATION 1
Ets. Socopa, Chateauncuf-du-Faou (
i
i
!
|

French officials: Dr. Henri Peleton-Granier,
Dr. Pierre Le Scac’h

Basic Requmments

77 wiitten SSOP

8. Records documentng implementation

““Sanitation Standard Operating Procedures (SS0P)

9. Signed and daled SSOP, by on-site or oveall authority.

_ Oagoing Requirements

10. (mplemen(a(onof S50P's, mcludng moaionng o( m\p(emen(ahon

ﬂ Maintenance and evaluation of the effectveness of SSOP's.

12. Cornective action when the SSOF s have faled to prevent direct
product cortamination or aduteration

13. Dally records document ftem 10, 11 and 12 above

Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

14. Developed and implemented a written HACCP plan |

15. Contenis of the HACCP list the food safety hazards,
aitica control pants. crtical limits, procedues, comective adions.

16. Records documenting implementation and manitoring of the
HACCP plan.

17. The HACCP plan is sgned and daed by the responsxble
establishment individual.

5 NAME OF AUDITOR(S)

3 ESTABLISHMENT NO | 4 NAME OF COUNTRY
29-027-01

France

6 TYPC OF AUDIT

" PatD- Continued
Ecc nomic Sampling

Audt
Resuls

33, Scheduled Sample

34. Speces Testiag

35 Res»due

Other Reqmmments

Hazadd Analysts and Crtical Coatrol Point
(HACCP) Systems - Ongoing Requirements

18. Moanitoring of HACCP plan.

38. Establishment Ground and Pest Control

39. Establishment Consta ction/Maintenance

40 chm

41. Ventdation

42, Plumbing and Sewag

43, Water Supply

44, Dressing Rooms/Lav tones

45. Equipment and Utea ds

[ 3
{ ON-SITE AUDIY { X ]oocumuu AUOIT

‘Use O if not applicable.

A
Resuts

46, Santtary Operations

47. Employee Hygiene

19. Verification and vaidation of HACCP plan.

20. Comective action written in HACCP plan.

48. Condemned Product Controf

21. Reassessed adequacy of the HACCP plan.

Part F - laspection Requirements

22. Records documenting: the writeen HACCP plan, monitoring of the
critical controt poiats, dates and tmes d specific evert occurerces.

Pact C - Economic { Wholesomeaess

23. (abeling - Product Standards

49. Govemment Staffin

. Datily Inspection Co "erage

24. Labding - Net Weights

51. Enforcement

2S. General Labeling

52. Humane Haadling

26. Fin. Prod Standards/Boaeless (Defects/AQUPak SkinsMoisture)

Part D - Sampling
Generic E. coli Testing

53. Animal ideatificatic 1

. Ante Modem Inspe stion

27. Watten Procedures

. PostMortem inspx ction

28. Sample Collection/Analysis

29. Records

Salmaonella Pecformance Standards - Basic Requirements

Part G - Other! tegulatory Oversight Requirements

56. European Comnw: ity Drectives

30. Corective Aclions S7. Monthly Review
31. Reassessment 58.
32, Wirttea Assumance $8.

FSIS- 5000-6 (0404/2002)
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' 60. Observation of the Estabhshment

Est. 29-027-01 — Fromce

19 There was documentation of calibration but not of observation of the « ctual monitoring of the critical
Limits during production.

22 A formal pre-shipment document review form had not yet been develc ped, but the establishment had
not exported any products to the U.S., although the management inten ded to begin in the foresceable

future. The manager gave assurances it would be developed before ar y products are produced for the
U.S.

27 Statistical process control methods had not been developed to evaluat : the results of the . coli testing,

as required in establishments using the swab method of sampling: thi; establishment was using the
method developed only for excision samples.

61. NAME OfF AUDITOR
Gary D. Bolstad, DVM

S

62. AUDITOR SIGNATURE AND )j

ﬁ&éMﬁ




1 ESTABUSHMENT NAME AND LOCATION |
Louis Gad, Lampaul Guimiliau
French officials: Dr. Maryse Flamme, Dr.
Cric David, Dr. Gaille Evain

Dr. Gary D. Bolstad

| 2 AUDIT OATE
4/22/2002

" 5 NAME OF AUDITOR(S)

United States Department of Agriculture
: Food Safety and lnspedion Service

Forelgn Establishment Audit Checkh<

3 ESTABUSHMENT NO.
29-097-01

4 NAME OF COUNTRY
IFrance

6 TYPE OF AUOIT

Place an X in the Audn Resulits block to mdlcate noncomphance wnh (equucm :nts. Use O if not appllcable

Pad A -Saaitation Standard Operating ‘Procedures (SSOP) 17 st P2 1D - Continued At
Basic Requrements Resuts Ec nomic Sampling Resuts
7. Wiitten SS0P - 33, Scheduled Sample T
- = e - o e e ]
8. Records documenting implementation 34. Specées Testing
9. Signed and dated SSOP, by on-site or oveall authomy 15, Residue
SS0P B . o o T
"Sanitation Standan‘j Operahr.\g Procedures (SSOP) Pat E Other Requlmments
_ Ongoing Requirements o o _
10. Implementation of SSOP’s, includag moaitoniag of implementation. 36. Export
11. Maintenance and evatuation of the effectveness of SSOP's 37. mpoa
"1 i ¥ t—.~ .
12. Coceclive actnor'w wt.len the SSOP§ have {aled to prevent dicec 38 Establishment Ground and Pest Control
product cortamination or aduteration. o
13. Dailly records document item 10, 11 and 12 above. 39. Establishment Consta ction/Maintenance
Part 8 - Hazard Analysis and Caitical Control 40. Light
Point (HACCP) Systems - Basic Requicements T o h T
-- ¢ i y — - A - -— 41. Ventilation
14. Developed and implemented a written HACCP plaa . ] —_— ————— — - -
15. Contents of the HACCP list the food safety hazards, 42. Plumbing and Sewag
criticd coatrol paints, crtical limits, procedures, comectve adions.
16. Records documenting implemeatation and monitoring of the 13' Water Supply . e
HACCP plan, .
- —— - - 44, Dressing Rooms/lLav lores
17. The HACCP plan is sgned and dated by the responsible — e —]
establishmeat individual. {45 €quipmentand Utea: Is X
Hazard Analysis aad Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Opecations X
18. Moniboring of HACCP plan. 47. Employee Hygiene
19. Verification and valdation of HACCP plan. X
‘ 2 el 48. Condemned Product Coatrol
20. Corrective action written in HACCP plan. R
"21. Remsessed adequacy of the HACCP plan. Part F lnspection Requirements
22. Reconds documenting: the writean HACCP plan, monntoring of the 49. Govemment Staffing
critical control points, dates and tmes o specilic eved occumences.
Part C - Economic / Wholesomeness 50. Daiy lnspection Cot erage
23. Labeling - Product Standacrds
5$1. Enforcement
24. Labding - Net Weights
52. Humane Handling
25. General Labeling
26. Fin. Prod Standads/Boaeless (Defects/AQUPak SkinsMoisture) §3. Animal dentificatio
Part D -Sampling 4 Ante Modan | . T
. . . R e Modtem lns o
Generic E. coli Testing pev o
27. Wrtten Procedures 55. Pos{Moartem inspe: tion
28 Sample Collection/Analy sis — e — — -
- — Part G - Other F egulatory Ovetstght Requirements
29. Records

Salmonella Pecformmance Standards - Basic Requirements

30. Corrective Actions

31. Reassessment

32, Wrlten Assuance

56.

57.

58.

59.

European Commun y Drectives

Maonthly Review

FSIS- 5000-6 (0404/2002)
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60 Observation of the Establishment e L g:
Est. 29-097-01 - Fromce (Ol’

19 There was documentation of calibration but not of observation of the ¢ ctual monitoring of the critical
limits during production.

39a/56 Clear fluid was leaking from an overhead pipe into cartons with liaers that had been prepared in
readiness to receive meat for packaging, before the start of operations {the problem was identified by
the FSIS Auditor). DGAL officials rejected the cartons and liners anc ordered the line not to be used
until the problem was resolved. Condensation had been identified as :. problem during the previous
FSIS audit, but in a different area. Reference: E.C. Directive 64/433, Annex I, Chapter I, 3

39b/56 Maintenance and cleaning of over-product structures had been ne zlected, to varying degrees, in
many areas of the establishment: buildups of rust, particularly on rail ; and rail-changing solenoid
switches. Several meat scraps were also observed adhered to over-product structures. The meat scraps
were removed immediately, and DGAL ordered prompt implementati on of an improved maintenance

schedule and increased monitoring during pre-operational sanitation i1spections. Reference: E.C.
Directive 64/433, Annex I, Chapter 111, 3

40 The European Commission requires 540 Lux, or 49 foot-candles (fc) »f light at inspection stations.
The Auditor measured light intensities of 330 Lux (30 fc) at mandibu .ar lymph nodes at the post-
mortem inspection station and at the level of forelegs and heads at th: inspection station for the
retained-carcass rail, and of only 110 Lux (10 fc) in thoracic and abd minal cavities at the retained-

carcass rail. The management officials gave assurances additional lig hting would be provided
promptly.

45 - 56 An independent check of equipment was performed by DGAL ¢ fter the establishment had
concluded pre-operational sanitation inspection. Many pieces of pro luct-contact equipment were
observed that had not been adequately cleaned. The DGAL official « rdered re-cleaning of all such

equipment before operations were allowed to commence. Reference E.C. Directive 64/433, Annex 1,
Chapter 111, 3 (c)

46 — 56 Neck flaps of split swine carcasses were observed to contact we rkers’ boots and standing
platforms on the slaughter line. DGAL immediately ordered the est: blishment to provide a worker to
trim those that were too long and would be cross-contaminated and : 1so ordered the neck flaps from
the day’s previous production to be removed and condemned. Note: cross-contamination had been
identified on the slaughter floor during the previous FSIS audit (this had been corrected at that
location). Reference: E.C. Directive 64/433, Annex I, Chapter 111, 5

Note: This establishment had been evaluated as acceptable/re-review diiring the previous FSIS audit on
5/15/2001. Five of the seven deficiencies identified during the previous FSIS audit had been adequately
addressed and corrected. Following the audit, the DGAL officials gave assurances that they would enforce
measures (the equivalent of a Notice of Intended Enforcement) to requi e that the above deficiencies
would be corrected in short order, before any product would be eligible for the U.S. market, and would

monitor the continued effectiveness of those measures. (This establishi ient had not exported any products
to the U.S. since 1998.)

61 NAME Of AUDITOR
Gary D. Bolstad, DVM

162. AUDITOR SIGNATURE AND JATE




1. ESTABUSHMENT NAME AND LOCATION
Societé Bretonne de Salaisons, Landivisiau
Cedex.
French officials: Dr. Gaelle Evain, Dr.
Bemard Cam

12
| 4
|

AUDIT DATE |
4/19/2002

5 NAME OF AUD(TOR(S)

Dr. Gary D. Bolstad

—

Uniled States Depariment of Agricutture
Food Safety and [nspedtion Senvice

Forelgn Establishment Audit Checklis t

3. ESTABLISHMENT NO.
29-097-20

4 NAME OF COUNTRY
France

6 TYPE OF AUDIT

‘ TON SITE AUDIT l jDOCUMB(T AUO(T

Place an X in the Audit Results block to indicate noncompltance wnh requirem :nts. Use O if not applicable.

Part A - Sanitaton Standard Operating Procedures (SSOP)
Basic Requrements

7. Written SSOP

8. Rccords documentng implementation.

9 Sngned and dated SSOP, by on-site or ovealt auxhonly
“Sanitation Standard Operating Procedures (SSOP)

o Ongoing Requirements
10. lmplementation of SSOP’s _ includng monitonng of mplcmenla(con

11. Maintenance and evaluation of the effectveness of SSOP's.

12 Corective action when the SSOFP's have (a(ed (o p(evcm duec(
product contamination o aduteration

13. Daly records document tem 10, 11 and 12 above.

Part B - Hazard Analysts and Ciitical Controt
Pomt (HACCP) Systems - Basic Requirements

. Developed and implemented a written HACCP plan

Akt
Resuts

P2 1D - Continued
Ec« nomi Samplmg

33. Scheduled Sample

34_ Spec'cs Testing

35 Resodue

Part E Other Requ(rements —_

36. Export

37. tmpont

38. Establishment Ground: and Pest Control

39. Establishment Consta stion/Maintenance

41. Ventilation

15. Cortents of the HACCP hist the food safety hazards 42. Plumbing and Sewage
- aiticd control pants, critical limits. procedures, comective adlions. |
16. Records documenting implementation and moaitoring of the 43. Water SUPP‘Y
HACCP plan. - ToTTTTTrT Tt T
- - . T ——] 44. Dressing Rooms/Lawv: .onies
17. The HACCP plan is sgned and dated by the tesponsdie ——_— - S [
. establishment indivdual. L ] 45. Equipmentand Utens Is
Hazard Analysts and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations
18. Monitoring of HACCP plan. 3
o 47. Employee Hygiene
19. Verfication and valdation of HACCP plan. X
- 48. Condemaed Product Coatrol
20. Cormective aclion written i1t HACCP plaa. —
" 21, Reassessed adequacy of the HACCP plaa. T Part F lnspection Requirements
22. Records documenting: the writen HACCP plan, mondonng of the X 49. Govemment Staffinc
critical contol points, dates and tmes o specific eved occurrerces. i h
Pacrt C - Economic / Wholesomeness 50. Dady fnspectian Coy srage
23. Labeling - Product Standards
51. Enforccement
24. Labding - Net Weights
25. Ge { Labeling $2. Humane Handling
26. Fin. Prod Standadds/Bonetess (Defects/AQU/Pak SkinsMoisture) 53. Animal Kdentificatior
Part D - Sampling
Generic E. coli Testing 54. Ante Modem Inspec ion
27. Written Procedures §5. Post Mortem {nspex tion
28. Sample Coliection/Analysis —— S
- T T T T - Part G - Other R =gulatory Oversnght Requirements
29. Records

Salmonella Pedformance Standards - Basic Requirements

30. Coreclive Actions

31

Reassessment

32 Writen Assurance

56. European Communi y Drectives

57. Manthly Review

58.

58.

FSIS- 5000-6 (0404/2002)
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. P:age20f2
60. Observation of the Establishment

Est. 29-097-20 - Fromce

19 There was documentation of calibration but not of observation of the actual monitoring of the
critical limits during production.

22 A formal pre-shipment document review form had not yet been deve oped, but the establishment had
not exported any products to the U.S., although the management inte 1ded to begin in the foreseeable

future. The manager gave assurances 1t would be developed before ¢ ny products are produced for
the US.
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United States Department of Agricutture
Food Safety and Inspedtion Service

Fo retgn Establishment Audit Checklist

1. ESTABLISHMENT NAME AND LOCATION
I2ts. Henaff, Pouldreuzic

51 4/19/2002
French official: Dr. Dominique Malo l.

Dr. Gary D. Bolstad

Place an X in the Audit Results block 1o 1nd|cate noncomphance wnh req U(r'en ents.

Pact A - Sanitation Standard Operatmg Procedures (SSOP)
Sasuc Requrements

"2 AUDITDATE \ 3. ESTABUSHMENT NO.
i 29-225-01
{ 6 NAME OF AUDITOR(S)

4 NAME OF COUNTRY
France
6 TYPE OF AUDIT
“ }ou SITE AUDIT { XJDOCUMENT AJOIT

Use O if not apphcabl&
Pt D- Continued
Ecanomic Samplmg

|
'1

Ry

7. Written SSOP

33. Scheduled Sample

8. Records documenting imp(ementation

9 Signed and daled SSOP, by on-sile or oveall aulhomy

$anitation Standard Operating Procedures (SSOP) ~
_Ongaing Requirements

10. lmplememal«)n of SSOP’s, includng monslonng of amplementauon

34. Speces Teshng

3s. Rescdue

Part E - Other Requmements

36. Export

11. Maintenance and evaluation of the effectveness of SSOP's.

12 Coreclive action when the SSOF’s have faled (o preveat d«rec(
product cotamination of aduteration

13. Daly records document diem 10, 11 and 12 above

~ Part B - Hazard Analysis and Critical Control
Point (HACCP) Systems - Basic Requirements

14. Developed and implemented a watten HACCP plan .

15. Contents of the HACCP list the {ood safety hazacds,
aitica coatrol paints, critical limits, procedures, comectve adions.

16. Records documenting waplementation and mondonng of the
HACCP plan

17. Tne HACCP plan is sgned and dated by the responsible
establishment individual.

Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements
18. Monitoring of HACCP plan.

37. wmpordt

38. Establishment Groux s and Pest Control

39, Establishment Consti iction/Maintenance

8 40 Light

41. Ventilation

42. Plumbing and Sewag

43. Water Supply

44, Dressmg Rooms/Las tones

45. Equipment and Uter sils

46. Sanitary Operations

47. Emptoyee Hygiene

19. Verfication and vatdation of HACCP plan. X

20. Corective action wrtten in HACCP plan.

48. Condemned Produc Coatrol

21. Reassessed adequacy of the HACCP plan.

Part F - inspection Requirements

22. Records documenting: the writien HACCP plan, monitoring of the X
critical control points, dates and times o specific evect ocaurrerces.

Part C - Economic / Wholesomeness
23. Labeling - Product Standards

49. Govemment Staffin |

50. Daily inspection Cc rerage

51. Enforcement

24, Labding - Net Weights

25. General Labeting

52. Humane Handling

26. Fin. Prod Standadds/Boneless (Defects/AQUPak SkinsMoisture)

Part D - Sampling
Generic E. coli Testing

27. Written Procedures X

$3. Animal Wdentificatk 1

54. Ante Modem lnspe stion

55. PosiModem Inspx Ztion

28. Sample Coliection/Analysis

29. Recodds

30. Corective Actions

Part G - Other | .egulatory OverSIg ht Requuements

56. European Commue ity Drectives

57. Mathly Review

31. Reassessment

32. Wdten Assurance

9. \

FSIS- 5000-6 (04/04/2002)
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60. Obs‘ervation of the Establishment

Est. 29-225-01 - Fromc e

19 There was documientation of calibration but not of obscrvation of the : ctual monitoring of the critical
limits during production.

22 A formal pre-shipment document review form had not yet been developed. The establishment had not
exported any products to the U.S. yet this calendar year, and the man ger gave assurances that it
would be developed before any products are again produced for the U .S,

27 Statistical process control methods had not been developed to evaluat : the results of the E. coli testing,
as required in establishments using the swab method of sampling: this establishment was using the
method developed only for excision samples.

 fifer

‘61, NAME OF AUDITOR T “ 62 AUDITOR SIGNATURE AND DATE

Gary D. Bolstad, DVM W /




T Ty

United States Department of Agricuttuce
Food Safety and laspection Service

Forelgn Establishment Audit Checklis t

1 ESTABLISHMENT NAME AND LOCAT!ON

. . . 1
zts. Comtesse du Barry; Gimont

French officials: Emanuclle
Soubcyran

l 2 AUDIT DATE

41912002

S NAME OF AUDITOR(S)

\ Dr. Gary D. Bolstad

|
i

3 ESTABUSHMENT NO

32-147-23

4 NAME OF COUNTRY

I'rance
[ TYPEOF AUDﬂ'

\‘, lou sme avom | X ‘oocumcm AUDIT

Place an X in thc Audll Results block to indicate noncomplnance wnh requiremerts. Use O if not apphcable

Part A-Sanitation Standard Opaa(mg Procedures (ssop)
Basic Requrements

_1

Audd
Resuts

P:rt D- Contnued
Ec rnomic Sampling

—

7. Writtea SSOP

33.

Scheddted Sample

8. Records documenting implementation.

9 Signed and dated SSOP, by on-sdte or overall authodty.

34

Speccs Tes(nng

35, Residue
" Sanitation Standard Operating Procedures (SSOP) - ) ’ o
. Op . g ( ) Part E - Other Requirements

_____ Oagong Requirements

10 fmplementation of SSOP's, ur\cludng monitoring of 36. Expon

11 Maintenance and evaluation of the effectiveness of SSOP's. 37. mpon D B T
_12, Cormective action when the SSOFP's have faled (o prevent direct T T ) _A T

product contamination or aduleration. 38. Establishment Ground and Pest Control

13. Oaily records document tem 10, 11 and 12 above.

Part B Hazard Analysts and Catical Cor\tml
Point (HACCP) Systems - Basic Requirements
14. Devetoped and implemented a wrtten HACCP plan .

39.

40.

41

15. Caontents of the HACCP {st the (0od safety harzards,
critical control points, crtical limits, procedures, coreclive

16. Records documenting impementation and mondodng of the
HACCP plan.

17. The HAACP gan s signed and dated by the respoasible
establishmeat indivdual.

42,

Establishment Constn ction/Maintenance

nght

Ventitation

[P e ————— PR —

Plumbing and Sewag

43

44,

Water Supply

Ocessing Roomsi av tories

_______ 45. Equipment and Uten: ils
Hazard Analysis and Critical Control Poiat _
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations
18. Monitoring of HAACP plan .
47. Employee Hygiene
19. Verification and validation of HAACP plan X
48. Condemned Product Control
20. Comective action wrilten Kt HAACP plan _
21. Reassessed adequacy of the HAACP plan Part F - laspection Requirements
22. Records documenting: the written HAACP plan, monitorng of the —_— - -
critical control points, daes and times o specific evert occurences. X 49. Govemment Statfiny
Part C - Economic [ Wholesomeness 0. Daty inspection Cot erage
23. Labeling - Product Standards
51. Enforcement
24. Labeling - Net Weights
25. General Labeling 52. Humane Haadlng
26. Fin. Prod Standards/Boneless (Defedts/AQUPak SkinsMaoaisture) 53, Animal Kentdficatio
Pact D - Sampling
Generic E. cofi Testing 54. Ante Mortem hspe: tion
27. Wrillea Procedures 55. PostMortem hspe tion

28. Sample Colection/Anatysis

29. Records

31

S6.

Part G - O(her l egulatory Oversight Requnmments

European Commur ty Dwectives

Montthly Review

30. Coceclive Actions s7.
Reassessment 58.
59

32. Writlen Assurance
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60. Observation of the Establshment

Est. 32-147-23 — Fcomnce.

13 There was daily documentation of pre-operational sanitation activitic: , but 1t was quite superficial
and did not include preventive measures; also some entrics did not co 1tain adequate descriptions of
the deficiencies. Documentation of operational sanitation activitics v as very superficial. DGAL
officials ordered correction.

19 There was documentation of calibration but not of observation of the actual monitoring of the
critical limits during production. DGAL officials ordered correction.

22 Pre-shipment document review had not been implemented. DGAL o!ficials ordered correction.

61 NAME OF AUDITOR ' Jsz AUDITOR SlGNATUREANC% e



Undted States Deparment of Agriculture
. , Food Safety and Inspedction Service p - I 0 co

Forelgn Establishment Audit Checkhs

1 ESTABLISHMBNT NAME AND LOCATION ' [ 2 AUDIT DATE
Roger Junca, Dax - 4-9-2002

3 ESTABLISHMENT NO
40-088-03

NAME OF COUNTRY
France

-
)
i
'

) , |5 NAMEOF AUDITOR(S)
DGAL Officials: Dr. Emanuelle Souberain, |

!
1 5 TYPE OF AUDIT
Dr. Pierre Parriaud, Dr. Mariec Donguy l Dr. Gary D. Bolstad { Y}ON SITE AUDIT {‘] oocumant aorT
-
¢

e~ i

Place an X in the Audit Results block to indicate noncomphancc with requirements. Use O if not appllcable

Part A-Sanitaton Standard Operating Procedures (SSOP) Ausit Par D- Continued At
Basic Requrements Resuts Eco 1omic Sampling Resuls
7. Witten SSOP ' ) T 133 Scheduled Sample FE e B
8. Records documentng imp(ementa(ion 34, Speces Teslmg
9 Signed and dated SSOP, by mn-site or ovcmll authority 35 Residue
“"Sanitation Standard Operating Procedures (SSOP o I B '
d Op ng ( ) Part E - Dther Requtmments
] Ongong Requirements e
10. implementation of SSOP's, includng monitoring of implemeantation 36. Export
11. Maintenance and evaluation of the effectiveness of SSOP's. 37. tmpoat
_ tive action when the fal wect o N N -
12. Corrective ac ionwhen t SSOP.‘T have faled to prevent direct 38 Establishment Growrds and Pest Control
product contamination or aduteration.
13. Daily records documeat fiem 10, 11 and 12 above. 39. Establishment Coastru tion/Maintenance X
Part B - Hazard Analysw aad Cntlcal Control 40. Light
Point (HACCP) Systems Basic chuuements 0 T CTTTrTTT ' CooTTher
S s e e : - 41, Veatilation
14. Developed and implemented 2 written HACCP plan . S [ I e ]
15. Cortents of the HACCP list the food safety hazacds, 42. Plumbing and Sewage
aiticd control pants, criticat limits, procedures, comrectve adions. _—
16. Records documenting implementation and monitoring of the 43. Water Supply i
HACCP plaa. — BT S S MU
- T = T 44, Dressmg Rooms/lava ones
17. The HACCP plan is sgned and dated by the responsible ————e e o - . [N M
establishment individual. 45. E€quipment and Utens s
Hazard Analysis and Critical Control Point
{HACCP) Systems - Ongoing Requirements 46. Sanitary Operations
" Montoring of HACCP plan. o i -
18. Montoring CP plan 47. Employee Hygiene
19. Verfication and valdation of HACCP plan.
48. Condemned Product oatro(
20. Coreclive action writlten \n HACCP pfan.
21. Reassessed adequacy of the HACCP plan. Pact F - laspection Requirements
22. Records documenting: the writtea HACCP plan, monitoring of the 49. Govemment Staffing -
critical controf points, dates and times o speciic event ocasrerces.,
Part C -Economic /| Wholesomeness 50. Daily lnspection Cov rage
23. tLabeling - Product Standards
51. Enforcement
24. Labding - Net Weights
52. ne Handl
25. General Labeling 2. Humane Handling
26. Fin. Prod Standads/Boneless (Defects/AQUPak SkinsMoisture) 53. Animal Keatficatior
Part D - Sampling ]
Generic E. coli Testing 54. Ante Morem inspec ion
27. Written Procedures 55. Post Mortem laspex tion
28. Sample Colectior/Analysis s —_ - [
- I ke Part G Other F zgulatory Oversight Reqmmments
23, Records
—————— e - — - - Tt - |
Salmonella Perfomance Standadds - Basic Requirements $6. European Commun y Drectives i
30. Comective Actioas S7. Mm"‘ly Review 4,
31. Reassessment 58. |
32, Wrilten Assurance 59.
!
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©£0. Observation of the Establishment

Est. 40-088-03 - Fromnce

39 (A) Ceiling tiles had come loose directly above an exposed-product we sk table. It was scheduled for
prompt repair. (B) A considerable gap some cight inches tall was prescnt between the main carton

storage area and a large, adjacent unused area above the cetling of wor ( rooms below. Establishment
management agreed to close the gap.

Note: All deficiencices identified during the previous FSIS audit in May 20101 had been adequately
addressed and corrected.

61. NAME OF AUDITOR ' 7 62. AUDITOR SIGNATURE AN 25
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United States Department of Agriculture
Food Safety and inspection Service F - 1 {C{_,

Foreign Establishment Audit Checklist

1 ESTABLISHMENT NAME AND LOCATION 2 AUGITDATE |3 ESTABUSHMENT NO. | 4. NAME OF COUNTRY
£1s. Castaing, Saint-Sever. 4-10-2002 40-282-02 France
. . © 5. NAME OF AUDITOR(S) ' "~ le. TvPe oF AUOIT
DGAL Officials: Dr. Emanuclle Souberain, |
Dr. Pierre Parriaud, Dr. Michel Castets ' Dr.Gary D. Bolstad

ON-SITE AUDIT D DOCUMENT AUOIT

Place an X in the Audit Results block to indicate noh_édhib-liénce with requireh ents. Use O if not apblicabka.

Part A - Sanitation Standard Operating Procedures (SSOP)
Basic Requrements

Audit
Results

" Pt D- Continued
Economic Sampling Resuts

7. Wiitten SSOP o

33, Scheduled Sample

8. Records documentng implementation.

34. Speces Testing

9. Signed and dated SSOP, by on-site or oveall authority.

Sanitation Standard Operating Procedures (SSOP)
.. Oagoing Requirements

10. Implementation of SSOP's, includng monitoring of implementation.

_ » Part E - Other Requirements

35. Residue

36. Export

11. Maintenance and evaluation of the effectiveness of SSOP’s.

37. import

V 12. Corective action when the SSOP's have faled tao prevent direct
product contamination or aduteration.

38. Establishment Groun s and Pest Control

13. Daily records document tem 10, 11 and 12 above.

X 39. Establishment Consti iction/Maintenance X
Part B - Hazard Analysis aad Ciitical Coatrol | 40. Light
Point (HACCP) Systems - Basic Requi«eulents D _ i“-" T T e - -1
41. Ventilation
14. Developed and implemented a written HACCP plan . —_—
15. Contents of the HACCP list the food safety hazacrds, 42, Plumbing and Sewag =
____critical control paints, critical limits, procedues, comrective actions.
16 Records documeating implementation and moaitoring of the X 43. Water Supply
HACCP plan.
- - £4. Dressing Rooms/L a' itories
17. The HACCP plan ts signed and daed by the responsible e e em —_ ———— — —
establishment individual. 45, Equipment and Uter iils X
Hazard Analyses and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations X
“18. ior .
8. Monitoring of HACCP plan 47. Employee Hygiene
19. Verficaton and vaidation of HACCP plan. X

48. Condemned Produc Control

20. Conective action written in HACCP plan.

21. Reassessed adequacy of the HACCP plan.

Part F - Inspection Requirements

22. Records documenting: the writien HACCP plan, monitorng of the
critical contol points, daes and tmes o specific evert ocaurrences.

Part C - Economic / Wholesomeness

23. Labeling ~ Product Standards

43. Govemment Staffin |

50. Daty Inspection Cc rerage

51. Enforcement

24. Labding - Net Weights

25. General Labeling

52. Humane Handling

26. Fin. Prod Standaxds/Boneless (Defedts/AQUPak SkinsMoisture)

Part D - Sampling
Generic E. coli Testing

53. Animal Wdentificatic 1

54. Ante Moctem Inspe :tion

27. Written Procedures

S§5. Post Mortem inspe stion

28. Sample Collection/Analysis

]

29. Records

Salmonella Performance Standawds - Basic Requirements

30. Corective Actions

Part G - Other | legulatoty Oversight Requirements -

56. European Commwr ty Drectives X

57. Monthly Review (

31. Reassessment 58. (
32. Writen Assurance 59 :
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60. Observation of the Establishment F ” b
Est. 40-282-02 — Fromce e

13 Corrective actions regarding daily sanitation activities were routinely  locumented, but preventive
measures were not. Management officials agreed to {ulfill this requir¢ ment.

16 A formal pre-shipment document review form had not yet been develcped; the Auditor explained the

requirement in detail. The manager gave assurances it would be deve oped before any products are
produced for the U.S.

19 There was documentation of calibration but not of observation of the ictual monitoring of the critical

limits during production or the accuracy of the records. The Auditor :xplained the requirement; the
management officials gave assurances they would correct the deficier cy.

35/56 Several unmarked chemicals were found. They were labeled pron ptly. Reference: E.C. Council
Directive 64/433, Chapter 111, 6

39/56 (A) Maintenance of over-product equipment had been neglected i1 several areas. Management
officials scheduled prompt cleaning and improved maintenance. (B) Several aluminum product trays
with broken edges were observed. DGAL officials ordered them to t ¢ removed and either repaired or
replaced. Reference: E.C. Council Directive 64/433, Chapter 111, 3 ¢)

45/56 Cleaned product-contact equipment was stored in metal racks tha were not subjected to routine
cleaning: rust, old product residues and other material had been allo ved to collect on the racks. The
DGAL officials ordered all the racks and equipment stored in them t ) be removed and subjected to
thorough cleaning. Reference: E.C. Council Directive 64/433, Chayter 111, 3 (c)

The Director of the Département stated that he would make a return visi: to this establishment within a
week to verify that corrective actions and preventive measures had been effective regarding the
deficiencies identified during this audit.

61. NAME OF AUDITOR  Te2. AUDITOR SlGNATUREAN( DATE -
Gary D. Bolstad, DVM | s ”¢ ) /](/J/JQL




. United States Department of Agriculture

Food Safety and Inspection Service F/ |J\ acC
Foreign Establishment Audit Checklist
1. ESTABUISHMENT NAMEAND LOCATION | 2 AUDIT DATE | 3 ESTABUISHMENT NO. | 4. NAWE OF COUNTRY T
Société Nouvelle Larnaudie, Figeac ‘ 4/12/2002 ’ 46-102-04 France

_ |s NAME OF AUDITOR(S) " |6 TYPE OF AUDIT
French officials: Dr. Maryse Flamme, Dr. .

- ’, - - 4
Cécile Kermin, Dr. Michele Rames Dr. Gary D. Bolstad l X lON—SJTEAUDlT ] DOCUMENT ASDIT
Place an X in the Audit Results block to indicate noncompliance with requiren ents. Use O if not applicable.
Part A - Sanitation Standard Operating Procedures (SSOP) ] At - PuwtOD- Continued 1
Basic Requrements Results Ec onomic Sampling Resuts
’ 7. Written SSOP 33. Scheduled Sample [
8. Records documenting implementation. 34. Species Testing )
PR  — i [— O - J S
9. Signed and dated SSOP, by on-sile or overll authority. 35, Residue
‘"S;Véﬁitation Standard erating Procedures SSOP~-‘ B T e T T :*\_M. ST T T
N Op . g ( ) Part E - Other Requirements
Ongoing Requiremeats
10. Implementation of SSOP's including moaitoring of implementation. 36. Export X
11. Maintenance and evaluation of the effectveness of SSOP's. 37. import
12. Correclive action when the SSOP's have faled to prevent direct £ .
product contaminatian or aduteration. 38. Estabiishment Groun s and Pest Control
13. Daly records document lem 10, 11 and 12 above. X 39. Establishmeat Coast sction/Maintenance X
Part B - Hazard Analysis and Critical Control 40. Light
Point HACCP) Systems - Basic Requirements B o B
41. Ventilation
14. Developed and implemented a wrilten HACCP plan .
15. Coctents of the HACCP list the food safety hazards, 42. Plumbing and Sewar e
critical contol pants, critical limits, procedues, comrective actions.
16. Recocrds documeating implementation and monitoring of the X 43. Water Supply
HACCP plan. o
I —~ 1 44. Dressing Rooms/La atories
17. The HACCP plan is sined and dated by the responsible X . S SNOF S
establishment individual. _{ 45. Equipment and Utet sils X
Hazard Analysis and Critical Control Point
{(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations
18. Monitring of HACCP plan. T
ontoring pran 47. Employee Hygiene
19. Verification and valdation of HACCP plan. X
48. Condemned Produc Control
20. Cowective action written in HACCP plan.
21. Reassessed adequacy of the HACCP plan. Pact | - Inspection Requirements
22. Records documenting: the wrtien HACCE plan, monitoring of the 49. Govemment Staffi 3
critical control points, dates and tmes o specific event ocaurrerces. ’
Part C - Economic / Wholesomeness 50. Daiy Inspection C verage
23. Labeling - Product Standacds
51. Enforcement
24. tabding - Net Weights
25. Ge Labeting $2. Humane Handling
26. Fin. Prod Standaeds/Boneless (Defecs/AQL/Pak SkinsMoisture) §3. Animal deatificati n
Part D - Sampling
Generic E. coli Testing _ 54. Ante Mortem {nsp ction
27. Written Procedures $5. Post Mortem lnsp ction :
28. Sample Colection/Analysis ‘_l
— Part G - Other Regulatory Oversight Requiements
29. Records
Satmonella Performance Standards - Basic Requirements 56. European Commu ity Drectives
_ - T N -
30. Corrective Actions 57. Manthly Review
31. Reassessment S8. ;
32, Writen Assurance ) { 59
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60. Observation of the Establishment

Est. 46-102-04 - Fromce.

13 Records of pre-operational and operational findings did not reflect con ditions observed during the

audit. There were only about six entries during the course of the year ndicating a piece of equipment
that needed re-cleaning.

16 Documentation of the meeting of critical limits was kept, but a formal pre-shipment document review
form had not yet been developed; the Auditor explained the requireme nt in detail; the management
officials gave assurances it would be developed before any products a e produced for the U.S.

17 The HACCP document had not been signed and dated. This was corr :cted immediately.

19 No verification procedures were included in the written HACCP plan Calibration of instruments was
documented but not observation of persons recording critical limits o1 verifying their entries.

36 Incubation of U.S.-eligible product had been performed for only seve 1days. The Auditor informed the
management officials that U.S .-eligible products must be incubated fc r ten days.

39 Maintenance of overhead structures (ducts, pipes, insulation, ceilings had been grossly neglected in
the dry storage area where empty cans and many other materials wer¢ stored. Many old cobwebs were

observed. Puddles of leaked liquid was found on several large cartor s of empty cans; these were
condemned by DGAL.

39/45 Maintenance and cleaning of all four canning machines had been 1eglected. Rust, flaking paint,
grease, and old product residues were observed. The DGAL official leading the audit ordered
production to be stopped until they had all been cleaned.

NOTE: The eligibility of this establishment to produce products eligiblc for export to the U.S. had been
suspended by DGAL for having stored (non-U.S.-eligible) products in a non-approved cold store.
Following this day’s audit, the DGAL officials decided to continue the ¢ stablishment’s suspension re-
garding U.S.-export eligibility until such time as the management could lemonstrate that all the above
deficiencies had been adequately addressed and fully corrected. The D(fAL officials furthermore stated
that they would invoke the equivalent of a Notice of Intended Enforcem :nt relating to the deficiencies.

61. NAME OF AUDITOR 762, AUDITOR SIGNATURE AND

o DATE ‘“_/
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. United States Department of Agricutture
Food Safety and Inspection Service
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Forelgn Establishment Audit Checklist

ESTABLISHMENT NAME AND LOCATION
Capel la Quercynoise, Gramat

1.

Francoise Garapin

Freach officials: Dr. Maryse Flamme, Dr. ‘

2. AUDIT DATE
4/15/2002

! 5 NAME OF AUDITOR(S)

Dr. Gary D. Bolstad

|3 ESTABLISHMENT NO_
]‘ 46-128-02

4 NAME OF COUNTRY
France

6. TYPE OF AUDIT

ON-SITE AUDIT i DOCUMENT AUDIT

Place an X in the Audit Results block to indicate noncomphance Wlth requuren ents. Use oif not apphcable.

Part A -Sanitation Standard Operating Procedures (SSOP)

Audi Pt D- Continued Posckt
Basic Requrements Results Ec onomic Sampling Resuts
7. wiitten SSOP - o 33. Scheduled Sample T T
8 Records documentng implementation. 34. Speces Testing
9. Signed and dated SSOP, by on-site or ovell authonty 35, Residue
Sanitation Standard Operating Procedures (SSOP . . e
. P fig troc ( ) Part E - Other Requirements
L Ongoing Requirements o s
10. Implementation of SSOP's, including monitoring of implementation. 36. Export
11. Maintenance and evaluation of the effectiveness of SSOP's. 37. import
2 ive action when th 3 i i
2. Corective ac ionwhen the SSO s have faled to prevent direct 18, Establishment Groun s and Pest Control X
prduct cortamination or aduteration.
13. Daily records document item 10, 11 and 12 above. X 39. Establishment Consti sction/Maintenance X
Part B - Hazard Analysis and Critical Control j 40. Light X
Point (HACCP) Systems - Basic Requirements | DU e T e I
R e 41, Veatilation
14. Developed and implemented a written HACCP plan . -
15. Contents of the HACCP list the food safety hazards, X 42. Plumbing and Sewag
aiticd control pants, critical limits, procedures, corective adions. . --
16. Records documenting implementation and moaitoring of the 43. Water Supply -
HACCP plan. i T
- 44. Dressing Rooms/La\ tories X
17. The HACCP plan is sgned and dated by the respoasible - e - o e -4 -
establishment individual. 45. Equipment and Uten .ils X
Hazard Analysts and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations X
18. Moniboring of HACCP plan. 47. Employee Hygicne x
19. Verificaton and vaidation of HACCP plan. X
48. Condemned Produc Control
20. Corective action written in HACCP plan.
21. Reassessed adequacy of the HACCP plan. Part F - Inspection Requirements
22. Records documenting: the written HACCP plan, monitoring of the X 49. Govemment Staffin
critical control points, daes and times o specific evert ocaurrerces.
Part C - Economic / Wholesomeness 80. Daily laspection Co ‘erage
23, Labeling - Product Standards
51. Enforcement
24, Labding - Net Weights
52. H Handli
25, Generat Labeting umane Handing
26. Fin. Prod Standads/Boneless (Defects/AQL/Pak SkinsMoisture) 53. Anima! Kentificatio
Part D - Sampling )
Generic E. coli Testing 54. Ante Mortem laspe tion
] [ P
27. Wiritten Procedures : 55. Post Mortem inspe tion

28. Sample Collection/Analysis

29. Records

Salmonella Performance Standards - Basic Requirements

Part G - Other F egulatory Ovetsught Requuements

. European Commwn ly Drectives

e e —

30. Cormective Actions ' 57. Monthly Review
. SO, e — —] S
31. Reassessment : 58.
32. Wrtten Assurance ! 59.
|
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60. Observatian of the Estabhshment 7 ) - 7 F-_, ’ 3 b

Est. 46-128-02 ~ Fromnce.

Aor s ———— .

13 Problems noted during operations were documented, but routine operational sanitati n activities, findings—and, also for
pre-operational sanitation—<corrective actions, and preventive measures were not.

15 Chemical hazards were not considered when the HACCP plan.was developed.

19 Verification procedures were not addressed in the written HACCP plan. There was focumentation of calibration of
thermometers, but no documentation of observation of the actual monitoring of the « ritical limits during production.

22 Corrective actions taken, when critical limits for cooler temperatures were exceedec , were not documented. No routine
daily monitoring of the critical limits was included in the written plan or documente 1. (Several CCPs for cooler temperature
were recorded continuously.) A pre-shipment document review had not been devel ped and conducted.

38 (A) Several dozen rodent droppings were found in the carton-storage and -preparati in arca. The management officials
reported that the contracted pest control inspector seldom examined all the bait stati ins, and that the inspector did examine
the bait station in this room but did not look at other areas of the room. The establi: hment individual respoansible for pest
control was reported to accompany the contracted inspector, but made no independ: nt checks. (B) Old cobwebs were
observed in the male and female locker rooms and in the chemical storage room.

39 (A) Maintenance and cleaning of over-product structures had been neglected on the ce machine (rust) in one packaging
room and on the control box (buildup of old product residues) for the packaging m: chine in another room. No corrective
actions were taken in the former; the latter was cleaned promptly.

40 Light at the post-mortem inspection station was inadequate. The European Commi ;sion Directives require 540 Lux (49
foot-candles). The intensity of the available light was measured as 220 Lux (20 fo t-candles). No corrective actions were
taken.

44 In both the male and female locker rooms, white work coveralls were found to hav : been stored in lockers reserved for
street clothes. In one locker, street shoes were found on top of the white work cov ralls. The DGAL official ordered the
coveralls to be removed for cleaning.

45 A pre-operational sanitation check was performed by the Veterinarian-In-Charge a ter the responsible establishment worker
had finished his pre-operational sanitation inspection. Many inadequately-cleaned items of product-contact equipment
were observed, including edible-product trays, over-product structures, and the plz stic cones on which duck carcasses were
placed for cutting. All were ordered to be re-cleaned. Edible product trays that ha 1 been re-cleaned still had meat scraps
from the previous day’s production and were ordered by the Veterinarian-In-Char; e to be cleaned yet again.

46 (A) Knife sterilizers were not at the required temperature when cutting operations « tarted. European Commission Directives
require a water temperature of 82°C (180°F); half the sterilizers were measured at 16.7°C (80°F) and the other half at 60°C
(140°F). Also, the temperature of the water in the sterilizers at the sticking/bleedi g station was 51.7°C (125°F). The
cutting line was allowed to continue for ten minutes before it was stopped, and du ks continued to be hung for more than
15 minutes after the problem in that area was identified. (B) There was inadequat : separation of clean product contact
equipment from pallets. Also, clean product trays and a cleaned cutting board we e stored on the floor. The Veterinarian-
In-Charge ordered them to be re-cleaned.

47 (A) Edible product workers in the foie gras (duck liver) packaging room were we: ring cloth vests that were not routinely
cleaned outside their white protective coveralls; the vests were contacting carton | iners, packaging trays, and product-
contact equipment. The Veterinarian-In-Charge ordered the vests to be wom una »r the protective coveralls. (B) Edible-
product workers were observed to handle pallets on the floor and continue to han: le edible-product containers without
washing their hands.

57 Supervisory reviews had been conducted only twice annually. The last superviso 'y review had been in August 2001.

The Veterinarian-In-Charge determined that the sanitary conditions and lack of effect ve corrective actions observed during the
audit were unacceptable, and the FSIS Auditor was in full agreement with this decisic n. Consequently, this establishment was

removed from the list of establishments certified as eligible to export to the United St ites as of the start of operations on the day
of this audit.
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United States Department of Agricutture
Food Safety and laspection Secrvice

Foreign Establishment Audit Checkh< t

Sm—————————

\ ESTABLISHMENT NAME AND LOCATION ‘ 2 AUDT DATE | 3 ESTABLISHMENT NO 4 NAME OF COUNTRY
Fruite d’Aquitaine Internat., S A 4/11/2002 | 47-157-03 IFrance
Marmande. French officials: Dr. | 5 NAME OF AUDITOR(S) 6 TYPEOF AUDT
: ¢ IFlamm i N
Maryse Flamme ! Dr. Gary D. Bolstad Jon-sre auon 1)\ ]DOCUMENT AUDIT

Place an X in the Audit Results block to indicate noncomphance wtth requiremen .s. Use O if not applicable.
Part A-Sanitation Standard Operating Procedures (SSOP} | age ’ Pz 1D - Continued

Audd
Bask Requrements Resuts Ec nomic Sarrplmg Resuts

7. Written SSOP 33, Scheduted Sample : -

— —— 4 —

8 Records documenting implementation.

9. Sgned and dated SSOP, by oa-site or overall au(homy

34, Speces Tes(mg

35. Resiudue
Sanitation Standard Opecating Procedures (SSOP o ) e e
. Op "9 ( ) Part E Other Requmements
. ... .__Ongoing Requirements .
10. kmplementation of SSOP's, includng mondoring of 36. Expon
11. Maintenance and evaluation of the effectiveness of SSOF's. . 37. import T ST ST T
12, Comective action when the SSOP's have faled (o prevent dicect | ] T mw T
product contamination of aduteration. 38. Establishment Ground and Pest Controt

13. Dailyrecords document tem 10, 11 and 12 above

Part 8 - Hazard Analysis and Critical Co'ntro!

. Establishment Constn ction/Mainlenance

Light
R . — |
Point (HACCP) Systems - Basic Requirements :
b - Tttt . Ventilation |
14. Developed and implemented a written HACCP plan | e ——
15. Caonteats of the HACCP (st the food safely hazards, 42. Plumbing and Sewag
~ critical coatrol points, criical limds, procedures, conective ) __X ——- B N
16. Records documeanting impementation and monitoring of the 43. Watec Supply
HACCP plan, - T T T T T Ty T

e -4

17. The HAACP gan is signed and dated by the responsibie

_ establishment indivdual. o - o 45. Equipment and Uteq: ifs

Hazard Analysis and Critical Coatrol Point
(HACCP) Systems - Ongong Requirements 46. Sanitary Operations

18. Monitoring of HAACP plan ) — — i
47. Employee Hygiene

w1 44. Dressing RoomsAav lones

19. Verilication and validation of HAACP plan X
48. Condemned Product Control

20. Coaective action written in HAACP plan

21. Reassessed adequacy of the HAACP plan Part F - lnspection Requirements
22. Records documentng: the written HAACP plan, mondomng of the - e
critical control points, daes and times d specific event occurrerces. 49. Govemment Staffin
Part C - Economic / Wholesomeness 50. Daily nspection Co erage

23. Labeling - Product Standacds

51. Enforcement
24. Labeling - Net Weights

25. General Labeling 52. Humane Handling

26. Fin. Prod Standards/Bonefess (Defeds/AQUPak SkinsMoisture)

53. Animat dentificatio |
Part D - Sampling —
Generic E. coli Testing 54. Aate Mortem hspe tion

27. Wrillen Procedures 55. Post Moctem hspe :tion

28. Sample Colection/Analysis

Part G - Other | egulatory Overs-ght Reqmmments

29. Recocrds

Salmonella Perfoamance Standadds - Basic Requirmeats 56. European Commur ty Directives

30. Corrective Actioas

57. Monthly Review

31. Reassessment 58.

32. Written Assurance 59.

FSIS- 5000-6 (Propasal 5) ’
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FSIS, 50006 (Proposal) L ~_Pagezatz

60. Observation of the Establishment

Est. 47-157-03 — Fconce

13 There was daily documentation of both pre-operational and operatior al sanitation activities, but it
did not include preventive measures. DGAL ordered correction.

13 Both microbiological and physical hazards were part of the risk anal 'sis. Chemical risks were also
considered but were not part of the risk analysis documentation. DG AL ordered correction.

19 There was documentation of calibration, but not of monitoring of the personnel recording the values
at CCPs. DGAL ordered correction.

\4
{
.

61. NAME OF AUDITOR | 62. AUDITOR SIGNATURE AN DATE | ' oy
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Gary D . Betswbm




. United States Department of Agriculture F S-
Food Safety and Inspediion Service -—] C

Foreign Establishment Audit Checklist

1 ESTABLISHMENT NAME AND LOCATION [ 2 AUDIT DATE | 3. ESTABLUSHMENT NO. | 4. NAME OF COUNTRY

Feyel Artzner, Schittigheim (Strasbourg) i 4/812002 67-447-05 France

) ) ) " 5 NAME OF AUDITOR(S) |6 TYPE OF AUDIT

French officials: Dr. L. Repiquet-Bailleul, ! 1

Dr. Vincent Spony ! Dr. Gary D. Bolstad 1 ON.SITE AUDIT loocumem AUDIT
Place an X in the Audit Results block to indicate noncompliance with requiren ents. Use O if not aE)phcz;ble_
‘Pact A - Sanitation Standard Operating Procedures (SSOP) st TPitD-Continued T T

Basic Requirements Results Economic Sampling Resdts

77, Wiitten SSOP T 33. Scheduled Sample o '”_ -

8. Records documenting implementation.

34. Speces Testing

9. Signed and dated SSOP, by on-site or ovenrall authority. 35. Residue
“Sanitation Standard Operating Procedures (S50°)
_____ Ongoing Requirements L

10. implementation of SSOP's, includng monitoring of implementation.

Part £ - Other Requirements

. Export

11. Maintenance and evaluation of the effectiveness of SSOF's. 37. lmport

12. Corective action when the SSOFP's have faled to prevent direct
product contamination or aduteration.

38. Establishment Grounv s and Pest Control

13. Daily records document item 10, 11 and 12 above. 39. Establishment Const iction/Maintenance
Part B - Hazard Analysts and Citical Control 40. Light !
Point (HACCP) Systems - Basic Requirements T T T T i 1

- —— 41. Ventilation i
14. Developed and implemented a written HACCP plan .

15. Contents of the HACCP list the food safety hazards, 42. Plumbing and Sewa( 2

criticd confrol pants, critical limits, procedues, comrectve actions. - - C—— -
16. Records documenting implementation and monitoring of the 43. Water Supply

HACCP plan, - - -

— - - 77— 44. Dressing Rooms/La: itones
17. The HACCP plan is sgned and dated by the responsibie

establishment individual, 45, Equipment and Utec ;ils
Hazard Analysts and Critical Control Point - -
{HACCP) Systems - Ongoing Requirements 46. Sanitary Operations X

18. Moniboring of HACCP plan. o

47. Employee Hygiene

19. Verification and valdation of HACCP plan.

48. Condemned Produc Control

20. Cormective action written in HACCP plan.
21. Reassessed adequacy of the HACCP plan. Part F - laspection Requirements

22. Records documenting: the writien HACCP plan, monitoring of the 49
critical control points, dates and tmes o specific event ocaurerces.

. Govemment Staffin |

Part C - Economic / Wholesomeness 50. Daily Inspection Cc rerage
23. Labeling - Product Standards

51. Enforcement

24. lLabding - Net Weights

. 52. Humane Handling
25. General Labeling

26. Fin. Prod Standads/Boneless (Defects/AQU/P ok SkinsMoisture) 53. Animal Wdentificatic 1
Part D -Sampling ]
Generic E. coli Testing 54. Ante Mortem Inspe :tion
27. Writtea Procedures 55. Post Morem (nspe :tion

28. Sample Coliection/Analysis

Part G - Other | egulatory Oversight Reé;:itements

29. Records

. . . c ty Drecti
Salmonelia Pedformance Standards - Basic Requirements 56. European Commur ty Drectives

30. Corective Actions 57. Manthly Review

31. Reassessmeant 8.

59 l
32. Wrlten Assurance - ;

FSIS- 5000-6 (04/04/2002)
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60. Observation of the Establishment

Est. 67-447-05 — Fromce

46-56 Heavy condensation was present on a large portion of the ceiling o! a {reezer containing uncovered
frozen smoked duck breasts, many of which had ice visible on the exy osed surfaces. The DGAL
personnel ordered the top layer to be discarded and microbiological testing done on the rest of the
product. The management officials stated that this was an unusual prcblem that had not been observed
before. Reference: E.C. Council Directive 64/433, Chapter 111, 3

61. NAME OF AUDITOR o |62 AUDITOR SIGNATURE ANL DATE B
(D [orloipattle) W[ o0




United States Department of Agriculture
. Food Safety and Inspedion Service

Foreign Establishment Audit Checklis t

1 ESTABLISHMENT NAME AND LOCATION
Georges Bruck, Strasbourg. i

French officials: Dr. Emanuelle Souberain, ‘
Dr. Vincent Spony 5

Part A - Sanitation Standard Operatmg Procedures (SSOP)

| 2 AUDIT DATE
4752002

5 NAME OF AUD(TOR(S)

Dr. Gary D. Bolstad

Place an X in the Audit Results block to indicate noncomplzancc w:th requirem :nl1s.

3 ES { AGUSHMENT NO

¢ NAME OF COUNTRY
1 france

67-482-21

|6 TYre OF AUDIT

Use O if not apphcable.

)T]ON SITE AUDIT [ ‘ ODOCUMENT NJDIT

Akt Pa {0 - Contiaued At
Bask Requrements Resuts Ecc nomic Samplmg Resuts
7. Wiitten SSOP 33. Scheduted"sampne e -
8. Records documenlng |mplemental|on 34. Speces Testing T ) T
9 Signed and dated SSOP, by on-site or ovea(! authonly 35 Residue
Sanitation Standard Operating Procedures (SSOP n T T T T T e
P 9 { ) Part £ Other Requirements
Ongoing Requirements o
10. Implementation of SSOP's | including monilonng of implementation. T 36. Export
11. Maintenance and evaluation of the effectveness of SSOP's. 37. tmpod
"1.2. Conectlive action when the SSOP's have faled to prevent direct 3 .
product coramination oc aduleration. 8. Establishment Ground: and Pest Control
13. Dally records document dem 10, 11 and 12 above, X 39. Estatlishment Constn :tion/Maintenance X
Part B - Hazard Analysis and Ciitical Contro( 40. Light
Point (HACCP} Systems - Basic Requirements T . T
- T - 41. Ventilation
14. Developed and implemented a written HACCP plan . - — . I
15. Cortents of the HACCP list the food safety hazacds, 42. Plumbing and Sewag¢
aitica control paints, critical limits, procedures, comectve adlions.
16. Recacds documenting implementation and monitoring of the X 43. Water Supply
HACCP plan. - —
T T T - ~— ] 44. Dressing Rooms/Lav: lones
17. The HACCP plan is sgned and daed by the responsible ~ e - S
establishmeat indivdual. o _ 45, Equipment and Utea: Is
Hazard Analysis and Critical Control Point
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations X
18. Monitoring of HACCP plan. B
9 ean 47. Employee Hygiene
19. Verificaton and vafdation of HACCP plan.
—- 48. Condemned Product Controt
20. Coaective action written in HACCP plaa. s
21. Reassessed adequacy of the HACCP plan. B Pact F - [nspection Requirements
22. Records documenting: the writeea HACCP plan, monitoning of the 49. Govemnment Staffine
critical control points, dates and limes o specific evert occurrerces, ’
Part C - Economic { Wholesomeness $0. Daily Inspectin Co erage
23. Labeling - Product Standacds
51. Enforcement
24, Labding - Net Weights
25 G | Labeling 52. Humane Handling
26. Fin Prod. Standamds/Boneless (Defects/AQUPok SkinsMoisture) 53. Animal Wdentificatio
Part D -Sampling
Generic E. coli Testing $4. Ante Mortem laspe tion
27. Written Procedures §5. Post Mortem taspe :tioa

28. Sample Coliection/Analysis

239. Recocds

Salmonella Perfonmmance Standards - Basic Requirements

30. Coreclive Actions

31. Reassessment

32. Wrtlen Assurance

Part G - Other § egulatory OvecStg ht Requuements

57. Mm(hly Review

59.

FSIS- 5000-6 (0404/2002)
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‘60. Obsérvation of the Establishment

Est. 67-482-21 - Fromce.

13

16

39

46

~

(A) Problems noted during operations were documented, but routine o erational sanitation activitics
were nol. The management representative agreed to initiate the additic nal documentation.
(B) Documentation of corrective actions for both pre-operational and Hperational sanitation problems

did not include preventive measures. The management representative ¢ greed to mitiate the additional
documentation.

Documentation of the meeting of critical limits was kept, but a formal pre-shipment document review
form had not yet been developed; the Auditor explained the requirement in detail; the management
officials gave assurances it would be developed before any products a ¢ produced for the U.S.

(A) Maintenance of overhead structures had been neglected in a few zreas of a cooler: flaking paint
and discolorations were in evidence. (B) Exposed insulation was obs :rved over an exposed-product
working table, though not directly over the area where product was be ing processed. The management
representative agreed to correct these problems promptly. (C) The ol | wooden floor in the room where
cartons and empty cans were stored was grossly deteriorated in one a ea, in the immediate vicinity of

the steam botiler. DGAL ordered removal of cartons and cans from tl ¢ area, repair of the floor, and
construction of a barrier around the old equipment.

Cleaning chemicals were stored under insanitary conditions. DGAL ordered prompt correction.

61 NAME OF AUDITOR o 62 AUDITOR SIGNATURE AN o o

Gary D. Bolstad, DVM l ﬂgm/ U ﬁ{/ _jt/ 7



United States Depariment of Agriculture

Fore|gn Establishmen
1 ESTABLISHMENT NAME AND LOCATION | 2 auDiTOATE |3
Rougié¢ Bizac International, Les Herbiers x 41172002

i

' 5 NAME OF AUDITOR(

French officials: Dr. Paul Mennecier, Dr.

Rabah Bellahsene Dr. Gary D. Bol

Place an X in the Audit Results block to md|cate noncompl(a

Part A - Saaitation Standard Operating Pracedures (SSOP)
Basnc Requrvemen(s

.‘I—-Wri((en 5565

8 Records documentng |mplementahon

9 Signed and daded SSOP, by an-site oc ove@ll authority.

33. Schedu1ed Sarnp(e

34. Speces Tes(mg

Food Safety and Inspection Service

t Audit Checklis t
A-ES_TABUSHM—CNT NO Th}AME Of COUNTRY
85- 109 0l France

6 TYPE OF AUDIT

X
{‘_ ON-SITE AUD(T { ]OOCUMENT AJOLT

nce wuth requirem :nts. Use O if not apphcablc

Pa 1D - Continued
Ec< nomic Samp(mg

S)

stad

35 Residue . o
‘Sanitation Sandard Operating Procedures (SSOP T
d Op ) g (S50P) Part E Other Requm:ments
. .. Ongoing Requirements S
10. implementation of SSOP's, inciuding monitoring of implementation. 36. Expod
11. Maintenance and evaluation of the effectveness of SSQP's. 37. tmport

12. Cocrective action when the SSOP's have faled to prevent direct
product cortamination or adulleration.

13. Daily records document tem 10, 11 and 12 above.

Part B - Hazard Analysvs and Cuucal Control
__ Point (HACCP) Systems - Basic Requirements

14, Developed and implemented a written HACCP plan .

15. Coctents of the HACCP list the food safety hazards,
aiticd control pants, catical timits, procedues, corrective adions.

16. Records documenting implementation and monitoring of the
HACCP plan.

17. The HACCP plaa is sgned and daed by the responsible
establishment indivdual.

Hazard Analysis and Critical Control Point

38. Establishment Ground and Pest Cantrol

39. Establishment Constn clion/Maintenance

40. Logm

41. Ventilation

42. Plumbing and Sewag

43, Water Supply

44 Dressing Rooms/Lav tocies

45. Equipment and Uten ds

(HACCP) Systems - Ongoing Requirements

46. Santtary Operations

T18. Monitoring of HACCP plan.

47. Employee Hygiene

19. Vedfication and vaidation of HACCP plan.

20. Corective action written in HACCP plan.

21. Reassessed adequacy of the HACCP plan.

22. Records documenting: the writeen HACCP plan, monitonng of the
crtical coatrol points, dates and times o speciic event occurrences.

X

Part C - Economic { Wholesomeness
23. tLabeling - Product Standacds

24. Labding - Net Weights

25. General Labeling

26. Fin. Prod Standadds/Boneless {Defeds/AQL/Pok SkinsMaisture)

Part D - Sampling
Generic E. coli Testing

48. Condemned Product Control

Part F - Inspection Requirements

49. Govemment Staffin

50. Dady laspection Co erage

51. Enfoccement

52. Humane Handling

5$3. Animat Wdentificatic

54. Ante Mortem Inspe ©

27. Written Procedures

7 28 Sample Co{bchonlAnalys's

55. Post Mocdtem laspx :

Part G - Other! .egulatory 0versnght Requuements

238. Recocds

Salmonella Performance Standards - Basic Requirements

30. Coceclive Actions

3t

Reassessment

32, Wrltea Assurance

56. European Commu ty Orectives

57. Manthly Review

S8,

e

59

FSIS- 5000-6 (0404/2002)
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60. Observatioa of the Establishment

Est. 85-109-01 — Fromce

19 There was documentation of calibration but not of obscrvation of the actual monitoring of the eritical
limits during production.

22 Documentation of the meeting of critical limits was kept, but formal sre-shipment document review
forms had not yet been developed; the Auditor explained the requirerient in detail; the management

officials gave assurances they would be developed before any U.S.-¢ igible products leave the
establishments.

39 (A) There was inadequate ventilation in the old de-feathering area, r sulting in severe condensation
problems on many of the over-product structures. DGAL had identi ied the problem and major im-
provements had been scheduled for the near future. (B) Many of the over-product pipes in the first
carcass cooler had a great deal of exposed plumber’s scalant fiber; L GAL ordered covering of the
problem areas until the problem could be addressed adequately on tl ¢ weekend.

61. NAME OF AUDITOR |62 AUDITOR SIGNATURE AR D DATE
Gary D Potsied DA W oD yliifer




United States Department of Agriculture

. . Food Safety and (nspection Service f'“ T lgo»«
Forelgn Establishment Audit Checkli: .t
1 ESTABUSHMENT NAME AND LOCATION 2 AUDITDATE |3 ESTABLISHMENT NO 4. NAME OF COUNTRY -
Madrange, Limoges 471672002 { 87-085-03 France
French officials: Dr. Emanuclic Soubeyran '
oft : - - ' 15 NAME OF AUDITOR(S) 6 TYPC OF AUDIT
Dr. Christine LeMao | ‘v .
Dr. Gary D. Bofstad “ X 1ON SITE AUDIT { }OOCUMENT AOiT
Place an X in the Audit Results block to mdncate noncomplxance with req uirerr ents. Use O if not applicable.
Part A - Sanitation Standacd Opemtmg Procedures {SSOP) ’ it Pi ¢t D - Contnued Ml
Basic churcmcn(s Results EcHrnomic Samphng Resuts
7 Wwettea sSOP o T 33 scheddted Sample T I

8 Records documentng implementation.

9 Signed and dated SSOP, by an-site or ovedll authonity.

34 Spcces Testing

35. Resudue
Sanitation Standard Operating Procedures (SSOP T ) T
¢ oP nd ( ) Part E - Other chuxmments
- Ongoing Requirements L L ]
10. implementation of SSOP's _ includng monitoning of implementation. 36. Export
11. Maintenance and evaluation of the effectiveness of SSOP's. 37. tmpont
12. Conective action when the SSOF's have faled to prevent direct - 38 Establish (G
product cotamination or adutecation. - Establishment Groune s and Pest Control
13. Daily records document tem 10, 11 and 12 above. X 39. Establishment Consti iction/Maintenance
Part B - Hazard Analysis and Ciitical Coatrol | 40. Light

Point (HACCP)} Systems - Basic Requirements e T - T D R

- ——— 41. Ventilation

14. Developed and implemented a written HACCP plan .

15. Cortents of the HACCP fis the food safety hazards, 42. Plumbing and Sewa¢ e
aitica coatrol pdats, critical limits, procedures, corective actions. |
16. Records documenting implementation and monitoring of the 43. Water Supply
HACCP plan. 2 I

17. The HACCP plan is sgned and dated by the responsible
establishment individual.

Hazard Analysis and Critical Coatrol Point
(HACCP) Systems - Ongoing Requirements 46. Sanitacy Operations X
18. Monitoring of HACCP plan.

44. Dressing Rooms/lLa atones

45. Equipment and Uler sits X

47. Employee Hygiene

19. Verificaton and vafdation of HACCP plan. X
- 48. Condemned Produc . Controf

20. Corective action written in HACCE plan. -

21. Reassessed adequacy of the HACCP plan. Part! - lnspection Requirements

22. Recocrds documenting: the writien HACCP plan, monitoning of the X

" ; . o 49. Govemment Staffu g
critical control points, dates and tmes d specific evenl occurrerces.

Part C - Economic / Wholesomeness
23. Labeling - Product Standacds

50. Daily laspection C. verage

51. Enforcement

24. Labeling - Net Weights
52. W Handi
25. General Labeling ymane Handling

26. Fia. Prod Standads/Boneless (Defects/AQL/Pak SkinsMoisture) ' 53, Animal Wentificati «

Part O -Sampling _
Genecic E. coli Testing 54. Ante Modtem nsg xction

27. Written Procedures 55 Post Modtem insg xction

28. Sample CollectiondAnatysis

Part G - Other Regulatocy Oversight Requiements

29. Records

. . 56. Europe t i
Salmonella Performance Standamds - Basic Requirements European Comm nty Drectives

30. Coceclive Actons 57. Mathly Review

32. Wrlten Assurance 59.

4
{
31. Reassessment 1 58. l
! s S
\ l
1

FSIS- 5000-6 (0404/2002)
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"60. Observation of the Establxshment

Est. 87-085-03 — Fromce

13 Problems noted durning operations were documented, but routine opera ional sanitation activitics,
findings, (and also for pre-operational sanitation) corrective actions, ar d preventive measures Were not.

19 Verification procedures were conducted, but they were not documente 1 and were not specifically
mentioned in the HACCP plan.

22 Documentation of the meeting of critical limits was kept, but formal p e-shipment document review
forms had not yet been developed; the Auditor explained the requirerr 2nt in detail; the management

officials gave assurances they would be developed before any U.S -el gible products leave the
establishments.

45 - 56 Approximately 10% of the wheeled stainless steel combo bins ar d half of the large plastic combo
bins were cracked and in need of repair or replacement. Replacemen: bins had been ordered, but
several seriously deteriorated containers were in use for exposed edit ¢ product. They were rejected
by DGAL. Reference: E.C. Council Directive 64/433, Annex I, Chajer 111, 3 (c)

46 — 56 Ham molds that had been cleaned and were ready for use were <.ored in a large, unclean and
deteriorated plastic combo bin. DGAL ordered the molds to be re-clcaned and rejected the bin for use
for this purpose. Reference: E.C. Council Directive 64/433, Annex 1, Chapter 111, 3 (c)

61. NAME OF AUDITOR ‘ | 62. AUDITOR SIGNATURE AN ) DATE T -
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A+tachment G

‘ <PICTURE>
Liberty « Equality * Fraternity

French Republic

Direction générale de I'alimentation (General Directorate of Food)

.........................................................................

<ON THE LEFT>

<LOGO>

Ministére de l'agriculture

de l'alimentation

de la péche

et des affaires rurales _

(French Department of Agriculture, Food, Fisheries and Rural Affairs.

<ON THE RIGHT>

Sally STRATMOEN

Chief, Equivalence Section
International Policy Staff
Office of Policy, Program
Development and Evaluation

Paris, on June 11, 2002

Mission de Coordination Sanitaire Internationale (International Healt 1 Coordination Mission)
Sous-Direction de la Sécurité Sanitaire des Aliments (Under-Directorzate of Health Safety of Foods)

Bureau des Accords Multilatéraux Sanitaires et Phytosanitaires (Bure au of Sanitary and Phytosanitary
Reciprocal Agreements)

Bureau des Etablissements de production et de Transformation (Bure wu of Production and Processing
Plants)

File Supervised by Catherine ROGY and Emmanuelle SOUBEYRAN
Extension: 8486 / 8109
Reference No.: USA / FSIS02 - 05

Re: Follow-up to the Mission of Mr. Bolstad (FSIS) in France
Dear Director,

I have the pleasure of informing you of the various actions underta cen by the Ministére de l'agriculture,
de I'alimentation, de la péche et des affaires rurales (French Department o~ Agriculture, Food, Fisheries and
Rural Affairs), in response to the mission in France of Dr. Bolstad during he last month of Apnil:

- The new list of establishments approved for export to the USA has been sent by way of a May 7, 2002
Information Notice to the directorates of the veterinary services in the dép irtements (appendix 1);

- An information notice concerning the various points brought up by Dr. I olstad was sent on May 13, 2002 to
the directors of the veterinary services in the départements (appendix 2).

Moreover, my administrative services have questioned the Directicn générale de la concurrence de la
consommation et de la répression de fraudes (DGCCREF, or General Direc orate of Competition in Consumption



. and of Suppression of Fraud) of the Ministere de I'économie et des finances (French Department of the
Economy and of Finances) in order to get a copy of the product compositio 1 analysis program, and in particular
the 1dentification of the species, according to the wish expressed by Dr. Bo stad (the DGCCREF is the relevant
department for this type of testing).

251, rue de Vaugirard - 75732 PARIS CEDEX 15 - FRANCE



- The administrative services of the DGCCRF in the départements are taking samples during the year, as the need
arises, in the following cases:

- When there is doubt after a test of the ingredients was performed in the co npany,

- When the labeling information such as "produit halal” ("halal product") in plies the absence of a certain animal
species or when the label information implies the use of meat from a single animal species [ex: steak de cheval
(horse meat steak), etc.],

- To check the accuracy of the list of ingredients that is written on the label ng of the finished good.

Those analyses were performed using immunologic methods (Elisa >r Ouchterlony) that are used to look
for some specific antigens of a given animal species. In 2001, 400 such ana yses were performed, with a
percentage of detected defects under 10%. You will find attached a summa y report of the analyses that were
performed, giving in each case the product that was analyzed and the techn ques that were used (Appendix 3).

With regard to the defects that were discovered at the level of the fa:ilities that were inspected, the
directorates of the veterinary services in the départements have taken a cert 1in number of measures, that are

described in detail below.

Establishment Number | Decision Follow-ups
CAT 24336 | Lossof Mail was sent to the professional
04 “accreditation Mail was sent to the U. 3. authorities
Removal from the list « f USDA
. approved establishmen s
CAPEL 46 128 | Lossof Mail was sent to the prfessional
02 accreditation Mail was sent to the U. S. authorities
Removal from the list « f USDA
approved establishmen s
LARNAUDIE 46 Suspension Mail was sent to the prfessional asking
10204 | maintained for corrective actions to be taken
COOP 24 520 | Temporary Mail was sent to the pr)fessional asking
PERIGORD 05 suspension of for corrective actions t be taken and
QUERCY production for the | information to be giver to USDA
USA approved clients _
GAD 29097 | Temporary Mail was sent to the pr »fessional asking
01 suspension of | | for corrective actions t» be taken and
production for the | information to be giver to USDA
USA approved clients :
AROMONT 02 502 | Temporary Mail was sent to the pr >fessional asking
01 suspension of for a partial suspensior and for
production for the | corrective actions to b¢ taken
USA
Suspension was Visit of veterinary ser ices took place
lifted on 05/07/02 | and concluded that the requested
corrective actions had »>een
Implemented
GEORGE 67 482 Acceptable | Mail was sent to the p1ofessional asking
BRUCK 21 : for corrective actions.t > be taken
FEYEL 67 447 | Acceptable Mail was sent to the p1ofessional asking
ARTZNER 05 for corrective actions t > be taken
JUNCA 40 088 | Acceptable Mail was sent to the p1ofessional asking
03 - for corrective actions t) be taken




1 COMTESSE DU | 32 147 | Acceptable Mail was sent to the prc fessional asking
BARRY 23 for corrective actions tc be taken
CASTAING 40282 | Acceptable Mail was sent to the prc fessional asking

02 for corrective actions tc be taken
During visits on 04/12/02 and
04/15/02 the DSV conc uded that
corective actions had t een
implemented, in partict lar in the
specific scullery zone

1 FRUIT 47 157 | Acceptable Mail was sent to the professional asking
D'AQUITAINE | 043 for corrective actions t¢ be taken
RBI 19031 | Acceptable Mail was sent to the professional asking

' 02 for corrective actions t¢ be taken
CHARCUTERIE | 87 085 | Acceptable Mail was sent to the professional asking
DELA 03 for corrective actions t« be taken
VALOINE During a visit on 04/22'02 the DSV

concluded that correcti 7e actions had
been implemented, in 1 articular the
_ installation of the miss ng dry sink
RBI 85109 | Acceptable Mail was sent to the prfessional asking
01 for corrective actions to be taken
SBS 29 097 | Acceptable Mail was sent to the prfessional asking
: 20 for corrective actions to be taken
HENAFF 29225 | Acceptable Mail was sent to the prfessional asking
01 for corrective actions to be taken
SOCOPA 26027 | Acceptable Mail was sent to the pr>fessional asking
01 for corrective actions t» be taken

Finally, the analytical labs have been reminded that the only techni jues or methods that can be used are
the reference analytical techniques required by the USDA, or else the mett ods standardized within the

framework of the national observation plans, and approved by the Americe n authorities.

We would be glad to take part in the near future in a conference call in order to discuss the follow-up to
this American inspection mission, before or after the final project report he s been received, if you'd agree with

this and according to your wishes.

I will be sure to send you every piece of additional useful informat on concerning this file. Sincerely

yours,

The Assistant General Director

C.V.0.
<SIGNATURE>

Isabelle CHMITELIN

CC:  Commission (Mr. Checchi-Lang)
Embassy of the United Stated of America in France




Liberty « Equality * Fraternity
FRENCH REPUBLIC
<ON THE LEFT>
<LOGO>
MINISTERE
DE L'AGRICULTURE
ET DE LA PECHE
(French Department of Agriculture and of Fisheries)

<IN THE MIDDLE>
Direction Générale
de I'Alimentation (General Directorate of Food)

<ON THE RIGHT>

From the Chief Administrative Ofﬁcerlof the General Directorate of Focd
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An American expert, Dr. Bolstad, led in France, from April 3, 2)01 to April 29, 2001, an
inspection mission of the French establishments approved for export of fresh meat and meat based
products to the United States of America. During this mission, 11 Frenc h establishments were
subjected to an on-site inspection, and 7 establishments were subjected 0 a documentary audit.
Moreover, the laboratory of the département of the Lot (46) (for the mic robiological analysis part of the
lab), and the laboratory of the département of the Morbihan (56) (for th : residue testing part of the lab)

were inspected.

In general, the findings of this mission were not very satisfactor 7.

Two establishments have lost their accreditation. Three establisliments have stopped their
production, partially or totally, while waiting for the implementation of corrective measures. The



suspension of one of the establishments had been ordered before the visit of the expert, and 1t was
maintained.

However, the trust of the American authorities in the French adm nistrative testing services has
been reiterated.

The loss of accreditation has been announced to the American au horities by the DGAL. The
reinstatement of the accreditation can only take place after the American authorities have given their
opinion of the file sent to them, and after a possible audit by an America 1 expert. Dr. Bolstad has
specified that the visit by an American expert for the accreditation of an :stablishment taken off the list
during an audit was possible before next year's audit.

A suspension is a national procedure that does not need to be officially a inounced to the American
authorities. The establishment in which the non compliance was observe 1 has a certain time period
during which they can implement the corrective measures. The suspensinn is lifted as soon as the
corrective measures are effective.

I have the pleasure to inform you below of the various points that have been brought up by this expert
during the mission.

Lc dsv usa 2002
251, rue de Vaugirard 75732 PARIS CEDEX 15 - FRANCE
Tel.: Switchboard +011 01 49 55 49 55 or Direct Line +011 01 49 5. + Extension Number - Fax:
+011 01 49 55 56 80 '



A. Notes concerning the USDA approved establishments

A.1 Main hvgiene problems noted during the audit

The main problems that were noted and led to the loss of accredi :ation were:

Inadequacy of the premises (1), lack of hygiene of the employee : (2) and of the cleaning of the
equipment (2), inadequacy of the documentation (2), signs of the presen :e of pests (1), problems
concerning animal welfare (1), insufficient light intensity at the level of he post mortem inspection
station (2), lack of responsiveness of the professionals.

The main hygiene problems noted in the 11 audited facilities we ¢ as follows:

Inadequate cleaning of the equipment on which the raw material is handled (6 out of 11)

Lack of hygiene of the employees (washing of hands, reusing a ] nife after it fell on the ground
etc.) (4 outof 11) .

Unsuited pest management: presence of insects and/or of tracks Tom rats (3 out of 11)

Inadequate cleanliness of the premises and of the equipment bef sre the start of production (3
out of 11)

Presence of condensation (2 out of 11)

Cleanliness of the clothing of the employees

Inadequacy of the storage conditions of the finished goods and « f the packaging and packaging
(2outof 11) :

A.1 SSOP Plan - HACCP Plan

The SSOP and HACCP Plans have been considered lacking for mnost of the establishments:

SSOP Plan:

A document labeled « S.S.O.P - Plan for the General Hygiene ¢ f the Premises and of the
Processes » has to be made available, separately from the H.A.C.C.P. P an. It has to include all the
elements covered by the American regulations, namely at least the mair tenance of the premises and of
the equipment before and after the operations.

The SSOP Plan of the tested establishment has been considered lacking for 8 out of 18 audited
establishments (6 out of 18 in 2001). The following main problems wer 2 noted:

1. The lack of a testing procedure with the recording of the resu ts during production
2. The lack of precision in the treatment of the problems that w¢ re noted

1. The testing procedures, before and after production, need to be writt« n up. The tests before
production as well as the tests during production have to be recorde . -

The testing during production has to focus, for example, on:

- The cleanliness of the clothing of the employees,

- The presence of soap in the vicinity of the dry sink,

- The use of the dry sink by the employees, T

- The temperature of the water of the knife sterilizers, etc. ..



2. Every problem that is noted during those controls need to be recorded and documented in the
following way:

- Description of the non compliance

- Notification of the person in charge of the follow-up of the hyg ene plan in the zone in
question

- Description of the corrective measures that have been impleme ited

- Description of the precautionary measures that have been impl¢ mented (ex.: call to order of
the involved person, resensitization of the employees during the staff me eting of the...)

HACCCP Plan: Inadequate for 16 out of 18 of the audited establishme ats (8 out of 18 in 2001) . The
main problems that were noted within the framework of the HACCP Plzn are as follows:

1. The physical and chemical dangers were not taken into accour t (4 out of 18)

2. The lack of a checking procedure of the effective enforcement of the HACCP Plan

3. The lack of Preshipment Review: a document written up by th 2 professional, attesting that the
CCP critical limits have been respected. ’

4. Confusion between the CCP and the CP, leading to the determr ination of a number of CCP
that is too high and doesn't satisfy the exact definition of the CCP.

5. Results were not properly recorded

1. If chemical and physical dangers are not taken into account in the HA CCP Plan, this violation will
be considered severe enough by the American authorities, and USDA ac creditation will not be given, or
will be taken away.

2. The periodic checking of the proper enforcement of the HACCP plan consists of:

- The implementation of a testing procedure, by someone from t'ie company, for the persons
that are in charge of observing the CCP. The testing of the person in che rge of recording the CCP
allows one to ensure that the observation of the CCP 1s done according o the terms, and with the
frequencies, that are defined in the HACCP Plan, and that the recorded «lata is exact and precise. The
frequency of this testing is left up to the professional, according to his a ialysis of the dangers. It has to
be recorded.

- The implementation of a calibration plan for the equipment

* 3. Before the departure of a lot that is intended either directly for the Ur ited Stated, or else for an
establishment that processes raw material, the manager of the establishr ient has to certify that the CCP
critical limits have been respected. In all of the audited establishments, 1his testing was actually carried
out but no formal attestation had been written up. You will find in the ajpendix a sample for this
attestation.

4. Like each year, this expert has noted that many companies suffered fi om a confusion between C.C.P.
and C.P., leading to a number of C.C.P. that was too high. -



A CCP has to be:

- Measurable,

- Its observation has to enable the immediate implementation of ¢ orrective measures,

- The implementation of preventive measures has to be possible 11 the establishment.

Organoleptic criterions, that are non measurable, or the results of microbiological analyses that
do not allow the immediate implementation of corrective measures, do n»>t constitute CCP. Similarly,
the testing of'the receipt temperature for which no preventive measure c: n be implemented n the
establishment itself is not a CCP, even if it’s something that needs to be ested.

A manufacturing diagram has to be made available in the H.A.C. Z.P. document itself. The
C.C.P. need to be clearly individually distinguished with all their parame ters. For this reason, I remind
you that for each defined C.C.P., the frequency of testing, target values, :orrective measures or a Cross-
reference to the non compliance management procedure, and the referen :e of the recording document
have to be established.

5. The modification of a recorded value cannot be done by simply alterir g the old value. The wrong
value has to be crossed out in a way that it can stay visible, and the new salue should be put on the next
line. The person that did the modification has to initial the modification.

For your information and that of the professionals involved, I remind yo 1 that various Internet sites
contain information on the American regulations, or examples of H.A.C C.P. Plans. Included among
these are the following Web sites:

- http://www .access.gpo.gov/nara/cfr/cfr-table-search.html (allov 's one to read Title 9
containing the American regulations on fresh meat and on meat based p1aducts, and especially the
concepts of H.A.C.C.P. (Part 417) and of S.S.O.P. (Part 416);

- http://www.fsis.usda.gov/oa/haccp/imphaccp.htm (Web site of he F.S.1.S., where you'll find
the developments on H. A.C.C.P.)

A.2: Other Notes:

Rat extermination - disinsectisation:

A testing proceduré of the service provider company that does p¢ st management has to be
implemented. It is necessary that someone from the company regularly : ccompanies the outside
professionals during their visits.

Identification of the cleaning and disinfecting products:

Every container full of cleaning or disinfecting products has to b : correctly 1dentified.
Storage of the raw material and of the finished goods:

The storage of the raw material and of the finished goods of US DA approved establishments
cannot be done in a non USDA approved warehouse. You will be carefi | that the storage indeed takes

place in a USA approved slaughtering, cutting or processing facility, or n a USDA approved
establishment.


http://www.fsis.usda.gov/oa/haccp/imphaccp.htrn

B. Notes regarding the inspection services:

1. HACCP method training:

The American expert has noted that not all the inspectors and suy ervisors had been HACCP
method trained. You will make sure that all the inspectors of your admin strative services that are
assigned to the follow-up of the companies processing, storing or markei ing the animal or animal origin
goods have followed a HACCP method training course.

2. Inspection of the USDA approved facilities:

Inspection visits on the day of production for the USA
An inspector has to visit the facility on the day of production for -he United States.

Supervision visits

The frequency of the supervision visits that need to be made by t1e supervising veterinarian of
the inspector in charge of the facility has to be adapted to the production of the establishments for the
USA:

- If the establishment doesn't produce for the USA, this visit can »e done annually as long as the
visits is complete and includes, in particular, the visit of the establishme it as well as the documentary
testing of the HACCP and SSOP Plans.

- When the establishment produces for the USA, a supervision v sit has to take place, if
possible, each month of production. This visit doesn't then need to be ne sessarily complete, but all the
testing points need to be reviewed during the year,

In order to fulfill this condition, you will ask the professionals tc inform you sufficiently in
advance of their production program for the USA.

To conclude, I remind you of the importance I attach to the Ame ican appraisal missions and to
their impact on the general credibility of the administrative services at a 1 international level.

Consequently, please remind the professionals of their obligatior s from the point of view of
USDA accreditation, and to ensure their strict enforcement in USDA ap sroved establishments.

Finally, I remind you that there is good cause to suspend or « ancel the exportation
accreditation to the USA for any facility that doesn't respect the An erican regulations, and this is
the case even before the definition of the inspection program of the 1ew mission, that should take
place next year.

For the Assistant Director

of the Sécurité Sanitaire des Aliments (Health Safety of Foods)

The Assistant

<SIGNATURE> i
Olivier FAUGERE [Translator's Note: Not sure]




PRESHIPMENT REVIEW *

I, undersigned, "name" "job", after having examined the documents of r cord concemning the
production of the lot "number of lot" "designation of product”, attest tha the CCP critical limits have
been respected and that, if need be, corrective actions have been taken. I1 particular, the
implementation of those corrective actions can lead to a decision-makin: ; process that is specific to the
marketing of this lot.

* This attestation must be signed by a manager of the company (quality control manager, director,
etc...) that hasn't produced the records himself. It needs to be drawn up ‘or each separate lot produced
Jor the USA, that is being sent either directly to the USA or to a UDSA asproved cutting or processing

Jacility.
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