
1 
United States 

D e p a r t m e n t  of 
Food Safety 
and Lnspection 

JVashington. D.C. 
30250 

Agriculture Senice 

MAY 9 2003 

Dr. Isabelle Chmitelin 
Chief Veterinary Officer 
Ministry of Agriculture 
251 Rue de Vaugirard 
75732 Paris 
Cedex 15. France 

Dear Dr. Chmitelin: 

The Food Safety and Inspection Service (FSIS) has con~pleted an on-site audit of France's meat 
and poultry inspection system. The audit was conducted from October 9 -November 14, 2002. 
Enclosed is a copy of the final audit report. France did not provide any comments in response to 
the draft final audit report. FSIS appreciates the corrective actions taken by the Government of 
France to address the audit findings. 

If you have questions regarding the audit or need additional information, please contact me 
by telephone at 202-720-3781, by facsimile at 202-690-4040 and by email at 
sally.stratmoen@fsis.usda.gov. 


Sincerely, 

-49-Sally Stratmoen 

Acting Director 
International Equivalence Staff 
Office of International Affairs 

Enclosure 

FSIS io rm 2630  9 16 85) EQUAL OPPOFiTUNlTY IN EMPLOYMENT AND SERVICES 



Dr. Isabelle Chmitelin 

cc: 
Besa Kotati, Agricultural Counselor, U.S. Embassy, Paris 
Carol Buy, Deputy Counselor for Agriculture, Embassy of France, Washington, DC 
Joerg Niederberger, Agriculture and Consumer Affairs, EU Mission to the US, Wash., DC 
Norval Francis, MinisterICounselor for Agricultural Affairs, USEUA3russels 
Sally Stratmoen, Acting Director, IES, OIA 
Clark Danford, Acting Director, EPS,  01.4 
Karen Stuck, Act. Deputy Asst. Administrator, OIA 
Donald Smart, Director, Review Staff, PEER 
John Wilson, FAS Area Officer 
Amy Winton, State Department 
Nancy Goodwin, IES, OIA 
Country File-France Audit FY 2003--0ct02-final 



FINAL 


FNAL REPORT OF AN AUDIT CARRIED OUT IN FRANCE 
COVEmTG FRANCE'S MEAT AND POUITRY INSPECTION SYSTEM 

OCTOBER 9 THROUGH NOVEMBER 14,2002 

Food Safety and Inspection Service 
Lnited States Department of Agiculture 



1. IXTRODLCTION 

2. OBJECTn-E OF THE ALDIT 

3. PROTOCOL 

4. LEGAL BASIS FOR THE AbDIT 

5 .  S L W 4 R Y  OF PREVIOUS AUDITS 

6. FINDINGS 
6.1 Legislation 
6.2 Government Oversight 
6.3 Headquarters Audit 

7. ESTABLISHMENT AUDITS 

9. SAYITATION COhTROLS 
9.1 SSOP's 
9.3 EC Directive 641433 

10. A.NAL4LDISEASE CONTROLS 

1 1. SLAUGHTERPROCESSING CONTROLS 
11.1 Humane Handling and Slaughter 
11.2 K4CCP Implementation 
11.3 Testing for Generic Esclzevichia coli 
11.4 Other FSIS Requirements 
11.5 EC Directive 641433 

12. RESIDUE COhTROLS 
12.1 EC Directive 96/22 
12.2 EC Directive 9623 
12.3 FSIS Requirements 

13. EIWORCEh/1ENT COXTROLS 
1 1 

L 3.1 Daily Inspection 
13.2 Testing for Salmonella Species 
13.3 Species 1-erification 
13.4 Monthly Re.\-iews 
13.5 Inspection System Controls 



1-1. CLOSISG ZEETA-G 

15.ATTACH1ZEXTS TO THEK D I T  REPORT 



_ABBRETZ4TIOSS A,'\D SPECLX TERMS CSED N THEREPORT 


Central Competent Authority [Dii-ecn'orz Ge'lze'r-de de 
114iime7ztacion, or General Food Directorate] 

DG?;L Dir-ectiolz Ge'rze'r-ale de 1 'Alinzerztacion,or General Food Directorate 

DSV Dgpal-tenzentale Sewice J'eterirzaire, Veterinary Service of the 
Ddpartenzent, equivalent to a Re$onal Office 

DDSV Director of the DSV 

E, coli Escherichia coli 

FSIS Food Safety and Inspection Service 

PREL4CCP Pathogen Reduction / HazardAnalysis and Critical Control Point 
Systems 

OM Office of International Affairs 

SSOP Sanitation Standard Operating Procedures 

VEA European CornrnunityLJnited States Veterinary Equivalence 
Agreement 



The audit took place in France from October 9 throu,oh Sol-ember 14, 3002 

_4nopening meeting was held on October 9, -3002in Paris with the Central Competent 
Authority (CC_4), the Direcrioiz Ge'rze'rale de I I4limeiztaciorz (DG-a) ,  or General Food 
Directorate. At this meeting, the auditor confirmed the objective and scope of the audit, 
the auditor's itinerary, and requested additional information needed to complete the audit 
of France's meat and poultry inspection system. 

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

2. OBJECTIVE OF THE -4LTDIT 

The objective of this audit was twofold. T h s  was a routine annual audit to evaluate the 
performance of the CCA with respect to controls over the slaughter and processing 
establishments certified by the CCA as eligible to export meat products to the United 
States. It was also a follow-up audit to assess the status of corrective actions taken as a 
result of deficiencies identified during the previous FSIS audit of France's meat and 
poultry inspection system, conducted in April 2002. 

hpursuit of the objective, the following sites were visited: the headquarters of the CCA, 
three Dbpaparternentale Services Vererinaipares ( D S V )  inspection offices (equivalent to 
Regional Offices), three laboratories performing analytical testing on United States- 
destined product, one swine slaughter and cutting establishment, one poultry slaughter 
and processing establishment, and seven other meat andlor poultry processing 
establishments. 

Competent Authority Visits Comments 
I I 

Competent Authority Central 2 

Local 9 Establishment level 

Laboratories i 3  I 
Meat Slaughter and Processing Establishments 1 

I 1 

Meat and Poultry Processing Establishments l 2 1
I I A 

Poultry Slaughter and Processing Establishments I 1 
I I 

Poultry Processing Establishments 

I 



3. PROTOCOL 

This on-site audit was conducted in four pans. One part ini-ols-ed visits with CCA 
officials to discuss oversight programs and practices, including enforcement activities. 
The second part in\-olved an audit of a selection of records in France's inspection 
headquarters or re.onal offices. The third part involved on-site a-isits to nine 
establishments: two slaughter and processing establishments and seven processing 
establishments. The fourth part involved visits to one government laboratory, one public 
microbiology laboratory, and one private microbiology laboratory. The Laboratoire 
D@artemental dlAnalyses du _Mar-bzhan was conducting analyses of field samples for the 
presence of Salmonella species. The laboratory in Establishment 56-09 1-01 ( O l y n p i ~ )  
was conducting analyses of field samples for the presence of generic Escherichia coli (E. 
coli). The Laboratoire De'parternental Ye'te'rirzaire du Finiste're was conducting analyses 
of field samples for France's national residue control program. 

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

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

During the opening meeting, the auditor explained to the CCA that their inspection 
system would be audited in accordance with three areas of focus. First, under provisions 
of the European CornmunitylUnited States Veterinary Equivalence Agreement (VEA), 
the FSIS auditor would audit the meat inspection system against European Commission 
Directive 64/433/EEC of June 1964; European Commission Directive 96/22/EC of April 
1996; and European Commission Directive 96123EC of April 1996. These directives 
have been declared equivalent under the VEA. 

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

Thrd, the audztor would audit against any equivalence determinations that hare been 
made by FSIS for France under provisions of the SanitarqiPhytosanit~ -4geement. 
Currentl\: o he follot~ing equivalence determinations hai-e been made for France: 



France uses I S 0  6579 to analjze for Salmonella. 

France suspends an establishment's eli-bility to export the i'irst time it fails to meet a 
?erformance standard. 

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

The Federal -Meat Inspection -Act (2 1 U.S.C. 60 1 et seq.). 

The Federal Meat Inspection Reglations (9 CFR Parts 301 to end), which include the 
Pathogen ReductionOL4CCP regulations. 

The Poultry Products Inspection Act (2 1 U.S.C. 45 1 et seq.) and 

The Poultry Products Inspection Regulations (9 CFR Part 38 1) 

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

Council Directive 64/433/EEC, of June 1964, entitled "Health Problems Affecting 
Intra-Community Trade in Fresh Meat" 
Council Directive 96/23/EC, of 29 April 1996, entitled "Measures to Monitor Certain 
Substances and Residues Thereof in Live Animals and Animal Products" 
Council Directive 96/22/EC, of 29 April 1996, entitled "Prohibition on the Use in 
Stockfanning of Certain Substances Having a Hormonal or Thyrostatic Action and of 
B-agonists" 

5 .  S W A X Y  OF PREVIOUS ALDITS 

Final audit reports are available on FSIS' website at ~ww.fsis.usda.~ov-/ofo/tsc. 

The following concerns arose as a result of the FSIS audit of France's inspection system 
conducted in May 200 1 : 

Daily inspection coyerase was not pros~ided in processing establishments. 
Boneless meat re-inspection and associated record keeping was not carried out in 
those establishments where it was required. 
HACCP implementation deficiencies u ere found ir~ six of the 18 establishments 
whose records were reviewed. 
SSOP implementation deficiencies were found in six of the 18 establishments n-hose 
records were reviewed. 



+ Documented supen-ison- visits were not perfonned in some establishments during 
months when U.S.-eligible product w2s produced. as required. 

The folIowin,o concerns arose as a result of the FSIS audit of France's inspection system 
conducted in ,4pril2002: 

+ HACCP implementation deficiencies were found in 16 of the 18 establishments 
whose records were audited. This was a repeat finding. 
SSOP implementation was deficient in eight of the 18 establishments whose records 
were audited. T h s  was a repeat finding. 
Lighting was inadequate at post-mortem inspection stations in three of the four 
slaughter establishments audited. 
Pest control was inadequate in four establishments. 
Maintenance and cleaning of over-product equipment was neglected in eight 
establishments. 
Pre-operational cleaning of product-contact equipment was inadequate in five 
establishments. 
Product-contact equipment was stored under insanitary conditions in four 
establishments. 
In two of the three suine slaughter establishments whose E. coli testing programs 
were evaluated, statistical process control methods had not been developed, as 
required, to evaluate the results (both had been selected for document audits only). 
Alternate laboratory methodologies were being used on U.S.-eligible product for 
testing for generic E. coliand Sal~nonellaspecies that had not been submitted to the 
Office of International Affairs (OLA) in advance for equivalence determination. 
Some field inspection personnel in positions of responsibility for U.S.-listed 
establishments had not had formal HP,CCP training. 

Regarding the daily inspection coverage deficiency, although considerable 
misunderstanding regarding this requirement had persisted after the 2001 audit, it was 
resolved by teleconference shortly before the ,4pri12002 audit began, and the FSIS 
auditor found, during the April 2002 audit, that (nearly) all the field personnel now 
understood the requirement, and it was being implemented. 

6.1 Legislation 

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



6.2 Government Oi-ersight 

6.2.1 CCA Control Systems 

Mainland France is divided into 22 Regions, and these Regions are in turn divided into 96 
D&pa~tei?ze?zts(there are also four overseas Dkpartements). Each has a Director of 
Veterinary Sen-ices (Di~ecteurdu Diparternentale Selvzces Vete~irzazres, or DDSV). 
Each of these Directors is a veterinarian, employed by the government, and is a sworn-in 
officer (as are all inspection staff); hdher  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 progams within the Dipartement regarding all the approved 
meat and poultry slaughter and processing establishments therein. According to the 
volume of activity within the Dipartement, the deputy has other colleagues who work 
with M e r  and report to hlm/her; these make up the Food Safety Service within the 
Dkpastement. These are either veterinary officers or technical assistants with specific 
public health trainhg. Larger Dkpartements are divided into districts, each of which is 
under the supervision of a Veterinary Officer. 

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

Within France's Department of A_miculture there is a special Standing Committee for 
Inspection Coordination that can dispatch a team of specialists consisting of members of 
the two General Councils, including Veterinary Public Health Inspectors and, if needed, 
economists andlor Public Works officials, into any Region or D&'par-tement for special 
inspections and/or investigations. 

6.2.2 Ultimate Control And Supervision 

The process for initial establishment certification is as follows: when the management 
officials of an establishment wish to be certified by DGrZL as eligible to export to the 
United States, the first step is to approach the DDSV for instructions on how to acheve 
conlpliance with the requirements. The DDSV then sends special inspectors to explain 
the requirements in detail and to assess the establishment's capability for acbeving 
compliance. The management officials then work to implement the requirements. When 
they feel confident the process is complete. they notify the DDSV. (If this is to be the 
i5st establishment svithin a Dbpar-lementto request certification for C.S. eligibiIiQr, the 
DDSV will consult experienced experts 5-om DGAL headquarters and the Regional 
Coordinator. who is an au ihor i~  on FSIS requirements.) The DDST' or hs 'her deputy in 



charge of food hj-gene then conducts an in-depth. on-site audit of all aspects of the 
facilities, operations, and controls. and submits a complete report to DGAL headquarters. 
The report is thoroughly re1-iem-ed by the Head Veterinary Inspector in Charge of Aleat 
Establishents and. if all aspects of the contents of the report are in compliance m-ith 
FSIS requirements, the establishment is granted certification for eligbiliq for access to 
the U.S. market. and FSIS is notified of the new certification. 

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

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

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

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

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

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

In both establishments, w l l e  these veterinarians are performing inspection-related duties 
in the US.-eligible establishments, their sen-ices are reimbursed totally b > ~  D G - L ,  and 
their training and responsibilities are identical with those of all full-time DGAL 
employees. 



6.3.3 A4ssi,pnent of Competent: Qualified Inspec~ors 

Xlocation of full-time personnel to ~vork in establishments in x h c h  mspection IS not 
permanent (processing facilities. cold stores) is the responsibility of the Depuq Director 
in charge ofFood Safety,, the assignment of inspection personnel to those facilities 
requiring full-time coverage is performed by DDSV in the D&par?enzerzt. 

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

6.2.4. Authority and Responsibility to Enforce the Laws 

DGAL has the authority and the responsibility to enforce U.S. requirements. A copy of 
the PRK4CCP replations is present at each establishment certified for U.S. export. The 
internal reviewer uses this to evaluate the establishments' programs. 

6.2.5. Adequate Administrative and Technical Support 

D G a L  has adequate administrative and technical support to operate France's inspection 
system, and has the resources and ability to support a third-party audit. 

6.3 Headquarters &Audit 

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

Internal review reports. 
Supervisory visits to establishments that were certified to export to the U.S. 
Training records for inspectors and laboratory personnel. 
New laws and implementation documents such as regulations, notices, directives 
and guidelines. 
Sampling and laboratory analyses for residues. 
Sanitation, slaughter and processing inspection procedures and standards. 
Control of products from livestock with conditions such as tuberculosis, 
cysticercosis, etc., and of inedible and condemned materials. 
Export product inspection and control including export certificates. 
Enforcement records, including examples of cri,mjnal prosecution, consumer 
complaints, recalls. seizure and control of nonconlpliant product, and uvithholding, 
suspending, withdravring inspection sen-ices from or delisting an establishment 
that is certified to export product to the L-nlted States. 

No concerns arose as a result of the examination ofthese documents. 



The FSIS auditor visited a total of nine establishnler~ts-RT-o slaughter-and-processing 
establishments and seven processing establishments. None were delisted by France. 
Three received nonfication in s~-ritin,o from DGAL that corrective actions must be 
implemented w i t h  30 days because of deficiencies in the implementation of 
requirements for PRKACCP programs and'or SSOP. These establishments may retain 
their certification for export to the United States provided that they correct all deficiencies 
noted during the audit w i t h  30 days of the date the establishment was audited. 

At the time t h s  audit was planned, there were 23 establishments certified as eligible to 
export to the United States. Eleven of these were selected at random for on-site reviews 
and one more was added because of a re-review evaluation during the previous FSIS 
audit. After France was notified of the impending audit by FSIS, and before the audit was 
scheduled to begin, the management officials of five of these (Establishments 22-093-01, 
21-520-05, 29-027-01, 29-097-01, and 32-147-23) voluntarily requested their removal 
from the list of certified establishments, and FSIS was notified of their delistment (one of 
these was the establishment included because of the previous re-review evaluation). 
Other establishments were added to the list to be audited. Also, France requested that 
another establishment that had been delisted as a result of the FSIS audit in April 2002, 
be included in the audit schedule; FSIS agreed. While the audit of France was in 
progress, the management of one other establishment that was scheduled for audit (Est. 
47- 157-03) also requested delistment for U S .  eligibility. 

8. RESIDL'E ,4ND MICROBIOLOGY LBLBOR4TORY AUDITS 

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

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

Microbiolog laboratory audits focus on analyst qualifications, sample receipt, timely 
analysis, analytical methodologies, analytical controls, recording and reporting of results, 
and check samples. Eprivate laboratories are used to test United States samples, the 
auditor evaluates compliance with the criteria established for the use of private 
laboratories under the FSIS Pathogen ReductionK4CCP requirements. 

The following laboratories were audited: 

The Laboi-atoii-e Depai-ternerztal d ' h a b s e s  du Moi-bzlzarz, a public laboratoqr. was 
conducting analyses of field samples for rhe presence of Salmorzella species. 
The private laboratoq- in Establishment 56-09 1-01 (Olympig) was conducting 
analyses of field samples for the presence of seneric Esther-zchza coli (E. coli). 



The Lahomtoir-e D&panenzelztal Vete'r-zizaii-e du Fmzste'r-e. in Quimper. a public 
laboratory omned by the Conseil Gkniral of the Dkpartement. was conductin,o 
analyses of field samples for France's national residue control progam. 

The findings in these laboratories u-ill be discussed in Section 11.3 (Testing for generic E. 
coli), 12 (Residue Controls), and 13.2 (Testing for Salrnorzella species) of this report. 

9. S14NITATIOhT CONTROLS 

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

Based on the on-site audits of establishments, and except as noted below, France's 
inspection system had controls in place for SSOP programs, a11 aspects of facility and 
equipment sanitation, the prevention of actual or potential instances of product cross- 
contamination, good personal hygiene practices, and good prod~ct  handling and storage 
practices. 

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

9.1 SSOP 

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

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

In one establishment, the dropped-meat reconditioning procedure was not part of the 
vvntten SSOP. The manager gave assurances t h s  would be corrected promptly. 



9.2 ECDirective 64,433 

In fi\-e establishments. the pro~isions of EC Directive 64433 were effectively 
implemented. In the four establishments :iith deficiencies. the specific deficiencies are 
noted in rhe attached individual establishment reports. 

10. _UXbL4LDISEASE COhTROLS 

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

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

11. SLAUGHTERPROCESSING CONTROLS 

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

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

11.1 Humane Handling and Humane Slau$nter 

The following deficiency was noted: 

+ In the swine slaushter establishment, the drover was observed to make excessive use 
of the electric prod. The audit leader (the DGAL internal reviewer) identified the 
problem immediately and ordered that he be replaced by another drover, and stayed in 
the area to u e r i ~  that t h s  was done before stunrung operations were allowed to 
continue. 

11.2 HACCP Implementation 

?11 establishments approved to export meat products to the LTnited States that conduct 
slauhter and or processing operations are required to have developed and adequately 
implemented a K4CCP program. Each of these programs was evaluated according to the 
criteria employed in the L-nited States domestic inspection program. 



The HACCP progams n-ere r e ~ i e u  ed during he on-site audits of  the nine 
establishments. Six establishments had adequately lknpleinented the PRHACCP 
requirements. In the other establishments. the following deficiencies a-ere identified: 

+ In one establishment, some hazards had not been considered at all steps m-hen 
dereloping the m C C P  plan. T h s  orers ibt  had already been identified by the 
establishment management, and correction was programmed within the next bvo 
months. 

+ In one establishment, there were written procedures for the foreman to check 
compliance with the requirement for absence of fecal contarnination, but there mas 
not a mritten procedure for monitoring the effectiveness of the CCP. The 
establishment management gave assurances t h s  would be included in the mritten 
HACCP plan before anyU.S.-eligible production is resumed. 

+ In the establishment audited for adequacy of corrective actions after having been 
found unacceptable during the -4pril2002 audit, corrective actions were not 
adequately described in the HACCP plan, although preventive measures were 
described thoroughly. Also, there were written procedures for the foreman to check 
compliance with the requirement for absence of fecal contamination, but there was 
not a written procedure for monitoring the effectiveness of the CCP. The 
establishment management gave assurances that this would be included in the written 
HACCP plan and implemented before any US.-eligible production is resumed. 

11.3 Testing for Generic E. coli 

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

Two of the nine establishments audited were required to meet the basic FSIS regulatory 
requirements for testing for generic E. coli and were evaluated according to the criteria 
employed in the United States' domestic inspection program. 

Testing for generic E. coli was properly conducted in both of the slaughter 
establishments; however, the methods used for analyzing the results of the testing were 
not those required by FSIS: 

+ In the swine slaughter establishment, statistical process control methods had not been 
developed, as required when the sponge-sampling method is used, to evaluate the 
results of testing for generic E. coli. Instead, the criteria developed only for the 
excision method had been adopted. The auditor explained how a statistical process 
control may be de~eloped, and pro~ided an example. The establishment management 
officials gave assurances t h s  would be corrected knmediately, the DC?rV. 
officials gave assurances that they would yen@ compliance. 

4 In the poulm slaughter-and-processin5establishment audited for adequacy of 
correcti~e actions after having been found unacc eptable during the _4pril2002 audit, 
the criteria being used for evaluating the resuhs of :he E. colz testing in ducks n-ere 



those resen ed for chickens: the DG-4L officials explained that t h s  was a result of a 
misunderstanding of mfomation (as a result, t h s  was not seen as a deficiency for the 
purposes of t h s  audit for compliance for re-certification for C.S.-eligibilic-). The 
FSIS ai~ditor of this current audit corrected the misinformation. and the establishment 
management gave assurances that a statistical process control procedure M ould be 
developed and implemented before U.S.-eligible production will begin. 

1 1.4 Other FSIS Requirements 

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

11.5 EC Directive 64/433 

In the two slaughter establishments audited, the provisions of EC Directive 6414"33  were 
effectively implemented. 

12.RESIDUE CONTROLS 

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

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

The Laboratoire DCpartemental VMrinaire du Finistkre, in Quimper, was audited. This 
is a public laboratory owned by the Conseil Gknkral of the DCpartement. Field samples 
are analyzed for chlorinated hydrocarbons (includmg PCBs), antibiotics, 
chloramphenicol, organophosphates, heavy metals, and hormones. Screening testing is 
done at this laboratory. Only qualitative analysis (presencelabsence) is done for 
chloramphenicol and hormones; any samples showing positive results are sent to other 
laboratories for confirmatory testing. Quantitative analysis is done on the other 
compounds. Results that are less than half the maximum (acceptable) residue limit 
(MRL) are considered negative. Samples that yield results that are greater than half the 
_"VIRLare submitted to other laboratories for confirmation. Confirn-iation of pesticides 
and h e a ~ y  metals is performed at the AFSSA laboratory in Paris, antibiotics and 
chloramphenicol at the ,4FSSL4 laboratory in Fougkes, and hormones at the Laberca 
laboratory at the veterinary university in Nantes. 

12.1 EC Directive 96/22 

In he Laboratoire Dkpartemental T'eterinaire du Finistkre. in Quimper, ihe provisions of 
EC Direciive 96 '22 were effec1i.i-ely implemented. 



In the Laboratoire Departemental lyktiirinaire du Finistere, in Quirnper, the pros-isions of 
EC Directive 96 23 14-ere effectis-ely xnplemented. 

12.3 Other FSIS Requirements 

The following deviations from the usual FSIS expectations were noted: 

4 DG-4.L requires turnaround times of not more than tn-o months. In practice, according 
to information provided during the laboratory audit, turnaround times for antibiotics 
are less than one month and for pesticides, h e a ~ y  metals, and hormones, between one 
and two months. This meets the expectations of the European Commission. During 
the audit of the regional office of the Dkpartement the same afternoon as the audit of 
the residue laboratory, however, records for analyses completed since January 2002 
were examined. No results had yet been noted for samples collected 12 weeks 
previously for h e a ~ y  metals and 13 weeks previously for hormones. (The samples, it 
was noted, had been taken according to the schedule.) 

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

13. EhrFORCEMENT CONTROLS 

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

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

Subsequent to the FSIS audit of documents from Est. 32-147-23, in _4pril2002, 
compliance with requirements was closely followed by DGAL. It was determined 
that corrections in response to deficiencies identified were not adequate, and the 
establishment was delisted by D G L L  on October 1, 2002. 

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



Est. 16-102-04 m-as suspended before the scheduled FSIS audlt in -4pn13003 for lack 
of controls in separation of U.S.-ellgibie and non-L7.S.-ehgible product receisred from 
other establishments. and was audi~ed as scheduled at the request of DGtV-. The 
audit m ent well, but DG-"iL follox-ed up on deficiencies for m-hch the>- had imposed 
deadhes; these deadlines n-ere not met. and the plant was delisted by DGAL as a 
result of a report sent by the DSV on September 16. 2002. FSIS was notified on 
September 19. 

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

Noncompliance in establishments certified for U.S. expoti is reported directly to the 
Eirector of the Dkpa-tement. All products in transit will be recalled through a well- 
developed aleti system that may involve the press. If criminal activities are involved, the 
findings are reported to the Director of the DE'partement. As soon as DGAL headquarters 
in  Paris receives notification from the Director of a DE'partement that an establishment 
has been found to fail to meet U.S. requirements, delistment of the noncompliant 
establishments is ordered by the CVO, and a letter to FSIS is sent by the CVO to the 
Counselor for A,giculture in the French Embassy in Washmgton, DC, who then informs 
FSIS. -4 copy is also sent to the A,gicultural Minister-Counselor in the -American 
Embassy in Paris. This may take from a few days up to a maximum of two weeks; in the 
meantime all product produced by the establishment is excluded from any possibility of 
entering the U.S.-eligible export chain. 

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

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



13.1 Daily hspection in Establishments 

FSIS requires inspection coverage in all slaughter and processing establishments on days 
when L. S .-eiigble production is conducted. 

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

13.2 Testing for Salmonella Species 

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

0 France uses the I S 0  6579 method to analyze for Salmonella. 
France suspends an establishment's eligibility to export the first time it fails to meet a 
performance standard. 

One of the eight establishments audited was required to meet the basic FSIS regulatory 
requirements for Salmonella testing and was evaluated according to the criteria employed 
in the United States' domestic inspection program. 

+ Testing for Salmonella species was properly conducted in the establishment; however, 
the laboratory audited for Salmonella testing compliance was using a different 
(recently updated) method, hF-EN-12824, that had not been submitted to 0 L 4  in 
advance for an equivalence determination. During the exit meeting in Paris, the 
DGPJ, officials gave assurances that they would ensure that the I S 0  6579 method 
mill be used until the new method has been reco,gtized as equi~ralent. 

13.3 Species Verification 

_kt the time of this audit. France was required to test product for species verification. 
Species verification is being performed, although not at the establishment level, and not 
by DGAL. Extensive testing is done at the retail level by the agency that investigates 
fraud in commerce. DGAL agreed to provide all necessary information regarding the 
species verification program to OL4 for equi7-alence determination. 



13.3hlonthly Review 

FSIS requires documented supen-isoq- ~,islts by a representative of the foreign inspection 
system. no less frequently than one such visit per month to each establishment certified. 
d u n g  periods when the establishment is engaged in producing products for exporta~ion 
to the Vnited States. 

A yearly review is conducted of all the D4'ar'tements, usually by the Directors of the 
D&partemeizts. In the U.S.-certified establishments, monthly reviews are conducted by 
the supervisors of the in-plant inspection personnel. Performance of field inspection 
personnel is also evaluated, but the results are not part of the routine monthly reports, and 
are not routinely documented. 

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

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

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

Until the FSIS audit of France in April 2002, the DGAL officials had understood 
(incorrectly) that FSIS requirements were met if the DGAL official assigned to a cutting 
or processing establishment visited that establishment at least once per month. -411 field 
personnel were informed of the requirement for monthly supervisory reviews in May 
2002. 

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

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

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



13.5 kspection System Controls 

The CC-4 had controls in place for ante-inorten and post-mortem inspection procedures 
and dispositions; restricted product and inspection samples; dlsposirion of dead, dqirig. 
diseased or disabled animals; shipment securiv. including slxpment bens een 
establishments; and prevention of commingling of product intended for export to the U.S. 
with product intended for the domestic market. 

In addition, controls were in place for he importatior, of o d y  eligble mezit prodxcts from 
other counties for further processing. 

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

13. CLOSING MEETING 

A closing meeting was held on Novernber 14 in Paris with the CCA and, by 
teleconference, with a member of the European Community in Brussels. At this meeting, 
the primary findings, conclusions, and recommendations from the audit were presented 
by the auditor. 

The CCA understood and accepted the findings. 

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

Gary D. Bolstad, DVM -
International Audit Staff Officer 
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Foreign ~ ~ t & i i s h m e n tAudi t  Checkl i s t  

-
Dr. G q  D.3ok2d ' ONSITE.AUGIT ( 

-
( DCCZMDT , x D I T  

-?lace an X in :he Audit  Resu i ts  b iock 70 indicate ncncornpliance wirh reqnirernents.  Use C i f  n o t  appiicabie. 

?art A -Sanitation Standard Operating Rocedures  (SSOP) PLU: Part D - Cbntmued 1 ;Lnik 

Basic Requirements e ~ u i t r  Economic Sampling / i ie~uts 

- hlntten SSC? 33 Sc3eduiea Sample 1 

3 Feccms accumeirng ~mplemenration 34 Soeces -es:ing I 
S~aneaana aned SSOP Jv n-s i te  or cverall authcrrtv '7: P,,,,,,,\--,---

Sanitation Standard Operating Procedures  (SSOP) 
Ongoing Requirements 

Part  E -Other Requirements 

7 1 Llamtenance and evaluation c i  the effecbveness c i  SOP 'S .  I I 2 7  'moon 1 

72. Cor;ec:ive action when the SSOPs have f a i d  to prevent direct 
xoduct cxcarnmaticn or aduferafion. / 38. Esialisnment Gmlnds ann P s t  Cmtrcl  

:1. Oaly records document item 10. 71 and :2above. I 39. Establivrrnen! Ccnnruc:icn/Maintenance 
I 
! X 

Part B - Hazard Analysis and  Critical Control 40. i ignr 1 
Point  (HACCS Systems - Basic Requirements 

'4. Deveiooed w a  lmplementeda written H A C C P ~ I a n. ! 
41. Venrila:ion i 

' 5 .  Csrxents o i  !heHACC? list the fccd safety hzams.  
m r ~ c dconml ocints, critical lirn~ts. onceaues, a r recwe  acjcns. 

I 42. Plumbing and Sewage 
1 

! 

76. Recards documenting imphmentaticn and monitcnng of :he 
HACCP man. I 

43. W a t a  Suooly 

2.Dresrinp ?ans lLamtsnes 

I 
1 

:T. The HACCP r/lan is sgnee a m  oaed by :he resconsicle 
estaa1iu;menr inaivdual. 45 .  5uiomenr  and Utensils ' x  
Hazard Analysis and  Critical Control  Point 
(HACC?) Systems -Ongoing Requirements 46. Sanirav 3cearions i 

I 
:a. Mon~Snng sf FACC? plan. 

L7. Ernqcyee Hygiene - 1 
'9. Vernkaacn ana v a i c a t m  of HACCP pian. 

48. Csnoemnec Prcduc: C a n r ~ l  i 
I 

IS C;rec:ive ac:w w r t ! ~~n PACC1 slan 

:* eezsessec  adea~acy of :?e Li%C? clan Part F - lnspectbn Rquirernents  

2 Rec:;a aocurnmring. Ye wnikn qACC? plan, noni:crq cr :re 
ontical conmi  p n t s  aaes znb trnes cr soeaflc eve? ocarrerces 

49 Govennent S:affirg I 
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Part C -Economic  i Wholesomeness  50 Sally 'rsoec:tm Covezge 
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:3 -me '  -c - %auc: Stancarcs 

Par: D -Sampl ing 
Generic E. cdiTeSicing 

I 
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Salmonella + ? o r P n c e  Standards - %sic i iecui rsmen:~ 

1 



Pace 2c i  7 

'5156 Several pieces of squipmem and mo floor drain zaps had been madequarely cleaned before being 
prese~tsdfor pre-operational ranitauon inspection. The Veterinq- hpector-In-Char, ue idennfied h e  
problems and ordered immediate correcnon Tnis deficiency wrc in violation of EC Directive 64/43;. 

YOTE: iUipreviously idenbfied deficiencies had been adequately addressed and cocected. 

French oEcials: Dr. Maryse Flamme, Dr. Emmanueile Soubeyran, Dr. Florence Bricout (Supeming 
Veterinary Inspector and leader of the audir), Dr. H e s e  Fouqueq and Ms.Dominique Wersinger, 
Veterinary Inspector-In-Charge. 
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9. Signed and dded SSCP, by a?-si!e or overall authority. I n 
1 

Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements
Ongoing Requirwnents 

i O .  lrnplementationcf SSOP's, includhg maniionng sf irn~1ernen:atm. 36. 5 m z  

:1. Maintenance and evaluation oi  the effecfveness cf SOP'S. 1 37. import
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' 2  Carrec:iveac;lon when the SOPShave iaiec to prevent alrect ?a. Estaoiisnnent Grcmcs and 351 Szn~mI  Xproduc: co;ilaminatim or aaulteration. I 
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Point (HACCF)Systems - Basic Requirements 
-1. 'Ventilaaon 1 

14. Developed a d  implemented a written HACC?plan . I 
I15. Ca-cents of the HACCP listthe f a d  saiety harams. 42. Plumbing and Sewage 

m t i c i  ccnml  pon:s.,cttial limits. m c e o u e s ,  mrrecive acions. I I 
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;6. Records doc~rnenring impbrnen:a:icn and mnitonng af the 43 .  W a r s  S u m y  

SAC=? olan. 

~~ao l i sn rnen :~naivdual. 45. zu~ornen:  ana L'tensiis 

Hazard Ana lyss  and  Cntical Control Point 
(HACCP) Systems - Ongoing Requirements 16. Saniiary 9cera:icns I x 

;3. Monibnng sf ;kGICC? plan. 
d7. 3 c l o y e e  ? y ~ : e ? e  

20. Ccres:ive ac:ion w k t m  in HACCF I a n .  

2:. R e ~ s e s s e dzaequacy of the 8 E C ?  plan. Part F - Inspection Requirements 

2.Recons dcc!men!ing: ~e wntten M C C ?  olan, manironrg af :he 
cntical canmi  p n t s ,  ddes md tines u soedic  ever: xa r re rces .  ! 

Part C - Economic / \Ulolesomeness 
2 ~ace l i nq- ,%:uc: Stancares 

Far? D -Sarnpiing 
Generic E. c d i T e e i n g  



-zre~;e=lrive ineames o d y  on clays d u r g  whch U S.-eiigibie poducnon was conducted (about %ice ser 
~on th ' l ) .D m g  other pr~ductioil hys .  ,re-opera~ond problems and cocecnom xere doclmemed. but 
ioczmentadon ofrou~ine operational sanitation activiues was d a l .  unIess aajor problem were 
iden3ed.  T3e esabIishment x i a z e n e n t  personnel save asurances that the daily documentation would 
ke improved, and DGAL oEciaIs gave assurances that they would verify ~ h s .  

38/39 Many cobwebs were observed in numerous areas of the estabiishmenr, including storage areas for 
can lids, carton and chemical storage areas, and the room used for product smokmg and (temporarily) for 
storage of stamiess roller combo bins that were clean and ready for u e  (the latter were provisionally 

-

protected under a canvas roof). Corrective actions were undertaken immediately in the more product- 
related areas and scheduled promptly for the others. 

46'56 (A) In a product fieezer, plastic b q s  of pork m e a  were stored directly on a plastic pallet, and 
$ J e t s  of product were stored directiy on cartons of ?roduct on other pallets. The DGAL oEcial leading 
the audit ordered the affected cartons to be reinspected and implementation of an improved policy to 
avoid the problem ia the future. (B) Some l a s e  plastic combos of product were stacked. Some of the 
coverings on the lower containers were inadeqmte: so that some product was exposed. DGAL ordered 
retention of the affected product for reinspection and implementation of an improved policy for covering 
the containers. These deficiencies were in violation of EC Directive 641433. 

(34 So faras the DEAL oEcials a e  aware, no produc~s from -dis establishmeat a e  routinely sampled for 
species verification.) 

Following ~e audit of -%.is establishment: DGAL issued a formal letter to the illaagement, kforining 
&ern that h e  deficiencies idenrified nus be corrected w i h  30 &ys. or the es~blishment would be 
removed by DGAL from the list of estabiishnents eligible to export ? r o d u c ~  to h e  United States. 

Accompanying DGAL oficials: Dr. Mxyse Flanme, Vezerinary hpector ;  Dr. Alain Quicroiu, Regional 
Coordinator; Dr. Nicolas Calvagac; Head of &e Food Safety SeMce for &e Dtpartement; Dr. Philippe 
Merot. Vereharian-h-Charge 
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Dr./twD Boisaa 2 :b:-s,-: TL -I - - , --UYJME.IT WGI-

P l a c e  an X i r  ?he A l ? d r r  Resu i ts  b l o c k  :o n c l c a t e  g o n c o m p l r a n c e  J V I T ~  re.;ulrer;rel?s. Use 0 i7 G t  accrrcale. 
Part A - S a n ~ t a b o nStandard Operatmg Rocedures  (SSOP) ~ a ~ t ?art D - Cantmued ? a t  

B a s c  Requremen t s  ? S W ~  Economc Sampling iie~tlts 

- vVnt!en SSGP 33 S c l e s ~ i e o  Sarrzle 0 
3 9ecords documeitng inolemenration :4 Soeces - e s n ~ g  

S Signed and daed SSOP Sy m-site or overall authonty 25 ?estdue 0 
San~ta t ionStandard Operatmg Procedures (SSOP) Part E -Other Requirements

Ongoing Rcquimnents  
:O. Implementation of  SSCP's, inc!udhg rnonttonng of irnnlernenrat~sn. i 26. Excon i 

:1. Maintenance and evaluation c f  the effec5veness of SSCP's. 1 37. lrnoort I 
I 1 

;2. Correc:ive actionwnen the SSCPs have faied to prevent direct I 
omducr cortaminaticn or aduteration. I 38. Estabiisnmen: Gnmcs  a m  ,?st  Cznml  i 

:3. Daly m o m s  document i k m  10, 11 and 72 aoove. 39. ?ita~~isnrnent Cans;rdc:ian:Ma~ntenanc-o i 
a.Cght 

Point (HACCP) Sysiems - Basic Requirements 
d:. Venrilatlcn 

14. Developed a d  imolemenrea a wn3en HACCP plan . 1 , 

: 5 .  Cantenrs of the HACCP list the fmd  safety hmams, 4 2  =Iurnbmg ana Sewage 
conml  ponrs. cntical limits. n c = d u e a .  mrrecjve aeions. i I 

16. Recams docunentmg imukrnenrar~cn and rnsnitcnng a i  !he 43. supply I 
b A C C P  alan.. - ~ 

1 M. a res ing  Rmms:Labarcr;es 
17. Toe i iACC? plan is sgned ana dmea by :he resocnsicle 

establimner;t inoivnual. 45. Eculornen: anc 9:ensi.s 

Hazard Analysis and C-itical Controi Point 
(HACCP) Sy;tems -Ongoing Requirements A 6 .  Sanitary Zoeraticns 

19. ,Mon~!onng of :%CC? plan. I 

;O. Correc:ive ac::on written In HACC? >Ian. 

21. Ressessed aaecuacy of the H X C ?  plan. Part F - Inspection Requirements 

22. Records documenting: a e  written HACC? plan. m n i r o ~ q  cf :he 49. Sovernnent Staffing I 

cnticai conrml pints, cmes wd t ines a soeafic ave.u c c a m r c e s .  I 1 
Part C -Economic IYM7olesmeness 50. 3ady 1nsoec:in Z z v e r q - ~  I 

I 
23. Labeling - "cacc: Sta~cards 

_ 5 : .  Er%rc=rnen: 
2L. Lacsing - NB. 'Ne!gn:s 

;i. Humane Hanslicg 0"-
L:. General Labeiing 

25.  Fin. i r c a  Stanoa~s,'Ecneiss (Geiacs~AQL'Pox Sk:x;!Jo;sxre) 53. Animal .ceniii:catiar, 0 

Part D -Sampling 
0


C+n enc  E. c d i  Testin g 



Accompanying French oEcials: Dr. M q s e  Flamme: Dr. Y-qan Lobjoit Direczor of V e ~ e r h q i  Services, Dr. -%lainiaibede,  
Supervising Veterinary Inspecror; Dr. Jean-Claude Merigonde: Veterinarian In Charge 
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T. N r i ~ t e nSSOP 33. Scneou~eaSarncle 
1 0  


5. ? ecorcs cocrrrnen:ng imp!ernenraticn. 24. S a e c ~ s7es:lng I 0  
3 Signed and dared SSOP by n-si te or averail autnorrty 1 ( 35 Resdue 1 0  


10. implementation of SSOP's, inc~udngmonitoring of inpiernentation. 36. Expor: j 
- 1  Maintenance and evaluation o i  :he effeciveness of SOP 'S .  I 57. ! m c x  

I 

I 
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Piace an X in :he A u d i ~Resul ts b lock  70 i r ic icaie noncorn~ i iancewi:h iequirener;:~. Use 0 if n o t  a p p i i c ~ b l e .  

?artA -Sanitadon Standard Operating Procedures (SSOP) I *t Part D - Continued 
1

I wt 

aask- i?equ i m n e n t s  R e d k  Economic Sampling ?SU!S 

Sanitation Standard Operating Procedures (SSOP) Part E - OTher Requirements
Ongoing Requirwnents 

'2. Cemc:ive actlon waen the SSOPs have faied to prewnt a r e  38. Estaor~simentCntncs ana Ps :  Cenrnl  1
prcauc: comarninatlcn or adu?emtton. I 


:3. D d y  reo rcs  document ik rn  70, :1 and 12above. 1 1 39. Estabiisnrnenr CanstrucionIMa~nrenance 1 X
I 

I 


Part 8 - Hazard Analysis and Critical Control 40. Lgnt I 


Point (HACCP) Systems - Basic Requirements 
d l  'lei-~!at!cn 

' 4  Deve'ooed m d  mplementea a wnttm AACC? plan I 


:5 Coments of the nACCP list the f a d  safety hazards, 42.  Pfumocng anc Sewage I 

d i d  conw l  annts, cnticai limits, m c e o m s .  mrrec!ve acions. 

j: 5 .  Records documenting irnpkmenration anc rconitonng 3f :he 
I 4 C t P  oian. 

M Creslng ?mrcsiLaarones I 

'- The -ACCP $an 1s sqned anc czed oy the -esconsicIe 

e~aaiisnrnen:!ncivnuai. 25. 5zuiontent ana lJ:~nstis I 


Hazard Analysis and  Critical Control Point 
(HACCP)Sys tem - Ongoing Requirements G. S m r a y  Coem:;cns 

-

78. ManiSnns oi ;IACC? plan. 27. Emzicyee Hyqene 

:9. 'Jeniicarion and vaidatlon o i  HACCr" ?Ian. 
48. Cmcernned Frzcuc: C c n ~ x l  I 


20. Zcrrec:lve actlon wn t tm  ~nkACC? ;Ian. 

21. Reassessed adequacy of :he k K C i :  plan. Part F - 1nspec:bn Requirements 

22. 3ecords docummting: %e writkn HACC? plan, mmitonn; 3f me I 

c5tical conml  pints, oaes ma :mes a spmf ic  ever: o c a ~ n n z e s .  , 

Part C - Economic 1 V h o l e s m e n e s s  50. Caiiy inscec:im Ccve rqe  
I 


2:. La?el!ng - P d u c :  S:anaards -----. I 

? '  -..A 

I 


Part D -Sampling 
0 


2% Sa-;ID -ibc:icr,:Ar,alysls 

-- Par: 2 - E h e r  Xeylarcry  Cberjichi Requiremerits 
L:. =ec:rzs 

:,r-:?l:y 3recr:\:cs S
Sairnr~ne!ilah r f o , m n c e  Stzndaks - Sasic R e c n i ~ r e n t s  

== r - ~ ~ z :  
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33. Cb=vanar: a i  the Exablisnrnent p-+; 
-

France - ksr. 4-088-03-Ocr. in: 2002 

2 I Tiere was no supenisory iiview h-4qmt 3002. aithou& &ex  w u  L'.S.-iesdned producxion on 
-August 22-23. Tae VeteLinkan-h-Charge was presem on these nua production days. 

Vote: .U1deficiencies identified dwhg the previous FSIS audit in -4pd2002 had been adequately 
addressed and conecred. 

Accompanyhg D G X  ofiicials: Dr. Emanuelle Soubeyran, Head of Meat Processing Establishmenu; Dr. 
Heari Viel; D e p q  Departmental Direcror of Vaerinary S e ~ c e s ;  Dr. Marie Donguy, Vctennvy 
Lnspector 0-eterinarian-Ln-Charge). 



-- - -- 

- - 

:a. lrnolementar:on af SSCP's, wc!uong monltonng of implementat~cn. 

:1. Maintenance anc evaluation of ihe effec'jveness of S W s .  I 1 37. !mnort 

'2 C a m c t ~ v ea m o n  when the SSOPs have faieo to orevent ccrec: 
38. stabl isnmenl Cmtncs and 3 s t  C m t n l  1 1onauct carrarn1nat:cn or aduderatlon. 

- ~ ~ ~~ - -

l:3. D i l y  r e x i d s  document iiern 10. 11 and 12 above. i 39. Establishment Csnstruc:icniNain:enance 

4. Zght 

Point (HACCP) Syberns - Basic iiequirements 
41. Vertilaticn 

la. Deveioped a d inpiernentea a wnttm HACCP p a n  . 
is. Cantents of the HACCP list the f a d  safety haams ,  42. 3umoing and Sewage i, 

a t i c a  csnrol  pants, critical limits, mcsd r res ,  crrec5ve a l ions .  I 
- I 43. Water Sunply 

15. Recams documenting impernentation and monltonng of :he 
HACZ? pian. I 

1 
0.Cressing i i~rns/Lava:ones !:7. The i iACC?  plan is sgned and cated by the resnsnsib~e 

esaolisnment inciviiual. I 45. E3umrent anc Llrensiis 
1 

HazardAnalysG and Cntical Control Point 
(HACCP) S y s r e m  - Ongoing Requirements 46. Sani:a,y Caerations 

I 

18. :vlon~tcnng of ;WCC?plan. I 
47. Cm~ lcyee  Fygiene 

7:. VerficaSan ana vaicaricn oiSACC? plan. I 
48. C~naemne",?cnuc: Csntml - ~ 


20. Coirec:ive acaor: wnt:m in HACC? ;Ian. i 
27. Reasessed adequacy of :he ; l i C C P  plan. Part F - Inspection Zequirements 

22 iiecorcs documenting: !he wntkn HACCF plan, r n c n i t ~ n q  a: the 
entical c m m l  pin:% daes a.d ti-nes d spc i f i c  even sczrrerres. 

1 
i 

49. Gcvemment Stafing i 
Part C - Economic / ~ o l e s o m e n e s s  SO. Caiiy 1cs:ec:icn Csve,mge I 

I 

23. Laoeiing - 7 h d u c r  S;ancarcs 1 
51. Enkrcerren: 

I 

2L.  L a c d i ~ g- Ne. 'Ne!gn:s 

25. General Laoe!lng 
;L. - umane Handling 

! 

Part D -Sampling 
Generic E. coii Tesiing 

2e.  S a r z l e  S~ibc:ion:hna!ys:s 

25.  = ~ e c s r ~ s  
P x t  G - Cther Raguia~oryCversignt Requirements 

Salmonella F e e c m n c e  S;anaards - Sasic Requi.czner,:s 

1 
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50 Cbsemnon sf ~e Wd~iisnment 6-A
-?rmce  - Em. LO-352-132. Oc~ober16,2002 

.-lccompanying DG-4L o5c ids :  Dr. Emaouelle Soubeyran: Head of ,Meat Processing Estabfishmears; Dr. 
P i e ~ eParriaud, Deparmental Director of Ve~eriiary Senices; Dr. Henri Viel, Deputy D e ~ a m o e n d  
Director of Ve~erinary Services; Dr. bfichel Cas:ets (Vexr3mia.n-h-Charge). 

Mote: all dejiciencies ideatdied du51.g the previou FSIS audit in _April2002 had been satisfactorily 
addressed and conecred. 
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, I 

7. 'Nntlen SS2P 1 33. Scnwuied Samole I 

-

3 S~gnea and care0 SSOP by a w t e  or oveiall authonty 1 35. ?es~due 

Sanrtation Standard Operating Procedures (SSOP) Par: E -Other Requirements I 

10. imolernentation of SSOP's, incluang rnonitonng of imolementation. 36. Exocn 1 
1;. Mamtenance an0 evaluation of the effecivenen af SSOP's. ( 37. incon 

I 
I 0 

12. Ccrrecwe actlon wnen the SSOPs nave raied to orevent direcr 
~ f f iauct  camarninatim or aduterat~on. I 38. Estacl~snmelt Gmmcs ar;d ? s t  Cantmi 1 

13. Daiy m o d s  aocurnent ~ k r n  10. 11 and 12above. 1 1 39. Es:aciisnrnent Consr~c~ontMa~ntenance 
I 

1 
Part B - btazard Analysis and  Critical Controi 40 ~ g n t  

1 
I 
I 

d l  Verr~iatlon I 
' 4  Sedeloped ma ~mpiernenreda wnttm LiACC? plan I 

15 Camenrs o f  the r iACCP lhst the f a d  saietv h ~ a r d s  1 d2. Dlurnbmg ana Sevaae I 

16 

n t ~ c dconmi  oants critical ilrnns mcedues ,  mrrec:ve aclons. 

9ecards documenting lmonrnentarion and monnonng or the 

I -
63. Warm Supoiy 

I 

hACZP ~ l a n .  I 
i 

17. The HACC? pian is si jn 

2% Casec:ive acmn  wntte-1 in HACC? plan. 

2 : .  ?ezssessec aceatiacy of :he + K C ?  $an. 

2. i i e ca ra  documenting: h e  wi i tzn HACC? plan, rnonitcnq cf :he 
c;;iical conmi  ~ i n t s .  dnes m a  i ines d sos i f ic  even oc--rrerrzs. 

1 
I 

I "9. 

Part F -Inspection Requirements 

Gcvernnnt  S!afi7ng 1 
1 

Part C - Economic I h k o i e s m e n e s s  50. 2aily !nspec:in Coverase I 
23. iaceiing - "oauc: Standarcs 1 

24. Libding - Na &'e!qn:s 
I 51. Erkxere.; :  I 

25. General iaoeiing 
52.  l u n a n e  ,+ano!ir;o - -

25. 'in. Prca StancadsiSone~ess (Ce fe rs /ACL 'Pn  SXir.siMa~s!i;re) 33. Animal :aen:iiica;ien I 



35 The crireria being used for evaiuaring b e  ;erits of &e E co!i res'ung in ducks were mose reserved for chickens; ~e DGAL 
oEcials eqlained rhar rhis was a r e d t  of a m.sxridersmding of hformaiion (Ba result, this war zlot seen as a deiiciency 
for &e puIposes ofthis audit for compliance for re-cerGcar;,on for U.S.-dig?~liity). The FSIS auditor of rhis current audi~ 
conecred the mismformarion, and l b e  esrabiishment mnagement gwe assuranczs &ar a s~rkrica! process conuol 
procedure would be developed and hpiemented before US.-eii$~le produc~on w d  be@. 

(55 On the day of rhe audir posr-monem inspection wzs being performed by establishment employees. The DGAL of5cials 
present ar rhe audit gave assurances thar they u n d e r ~ d  that post-mortem inspection of every carcass by a f u l l - h e  DGAL 
official is required for producr to be eligible for export to the U.S.) 

Note: Thiswas not a rourine audir. Tne establishment war found 10 be unaccaptabie &g h e  previous FSIS audit on April 
15,3002. ThLs was a special audir to assess the adequacy of correcrive actions taken. Allbut one of -he (15) deficiencies 
previously idennfied de6ciencies (except for modoring of crirical kn.its-see item 18, above) had been adequateIy addressed 
and corrected 
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- Vneen SSOP 23  Screau~ed Camlie 1 


0 


3 S~g-tedand crded SSOP by m - s ~ t e  or  oveal l  authority 35 Residue 
I 
I 


I 


' 1 .  Mamrenance and evaluat~on of the effeciiveness of SOP'S.  I ( 37. mpon  

i2 Comc:~ve ac:lonwnen the SSOPs nave faied to orevent arec: I /onduct conarnmatrn or adulerat~on. 28 ls;aoi~snrnent Gmmcs an0 P s r  Ccnroi  

:3. Saly records cocurnent ikrn 10. 11 and 12above. I 
I 

29. Es:ablishrnent Connmction/Maintenanc~ 1 x 

Part B - Hazard Analysis and Critical Control 40. Lignt I 

I 


47. 'Venriiatian I 

34. Cevelooecl m d  irnolemented a wnem i?ACC?  $an . - I 


I 

15. C o ~ e n t sof the HACCP list the fma safety hzzarcs. I 

4 2  ?!umoing ana Sewage 1 
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;lace an X ~n:he Audir i iesu i ts  Srocu :o norcare ncncompiiance W I ; ~  * e s u r r e m e n T s .  Use 0 l i  n a t  a o o l m b i e .  

?art A - San~tation Standard Opemtmg Rocedures (CSOP) UU: Part D - Contmued I b t 
Basn: Requrements ?es~n's E m n o m c  Sampling ?e~uts 

3 ?ecoms docurnen~ng irnplernentatlon 24 Speces Tesmg 

San~tat ionStandard Operating Procedures (SSOP) Part E - Other Requirements
Ongoing Requirements 

Point (HACCP) Systems - Basic Requirements 

m t i c d  cdntal odnts, cntical limits, uocedues.mrrecSve aclons. 

15. Records documenting ~mpkrnentatlon and ;nonitonng af !he i 43. W a t a  Suooly -
-i iACCP plan. 

44. 3ress1ng Rc3ms/iam:ones 1 

17. The HACC? plan is sgned and daed by the responsiole 

es,abiishment inaivduai. C. Enu~omenrana IJtens~is 
1 


Hazard Analysis and Cn'tical Control Point 
(HACCP)Systems -Ongoing Requirements '6. Sanuarf Coerarions 

:a. Mon~onngof PACCP plan. 1 d7. E-;lcyee H y ~ ~ e n e  I 

I 


75. Veriiicaticn and vaidat~on -f UACCP plan. 
'8. Contemned Fzcuc: Cznrrsl I 


I

V


20. Carrec:ive action writ:- in HACC? ~ I a n . .% 

21. Rezssessei aaeouacy cf the H K C ?  plan. Part F - Inspection iiequiremenis 

2.Sees= cccumating: ihe wri tkn HACC? plan, mcnitonn; of the I A9. Govemnen: Stafing

cnricai c o n w i  mints, aaes md tines u spgd i c  even ac=;rerees. I 

iPart C - Economic I Wholesomeness 50. Sally i n s s e c t ~ n  Csverage I 

23. Laceling - ,%duct S:anaarcs I I 


z .  - , . =-,k.-*..-r7 en:*-

2a. L ios ing  - Ne: 'Ne~gnts 

-- -. 
-2. Sar3 :e  >c:kc:iiniAcalys~s .I 


Part G - 3 h e r  Regularory Cvsrsight Requiremen 
-3 =ecc;=s 

I
- - - - . 
I


Sa lnonei ia  3r; 'orr;ance Standarjs - Dasic 3 e q c i ~ m e n t s  -3. rzrz-an ^ , z - - c z ; y  -~=c:!vPs 

A 



30 Correcsve acnons were nor adequateiy desciibea 3 3 e  I-I,4CC? $an, aithough prevennve measures were cavered 
thoroughly. The FSIS auditor expiainec h e  recpremenr in i e d :  rhe Quality Control manager gave assurances that hwould 
5e conec:ed and implemented immediately; DGAL ~ S c : i &  save assurances -;lzr ~ e ywouid v e d y  compliance. 

35 Tne establishment had nor aeveioped a sradxical rocess control to evalu2te h e  results of :esting for generic E. coli, but wzs 
using the criteria intended for use w ~ t h  the excision merhoc of s m p h g .  The FSIS audiror explained the requirement m det;iii: 
&e Quaiity Conuol manager gave assurances that hwouid be corrected and implemented immediately; DGAL officials gave 
assurances &at they would veniy compliance. 

39 There was no hand-washing facdsy for the operarors performing eviscerauon manually when the automaric eviscerator was 
non-fbncrional. D G a  ordered prompt insmllation of a hand-washing FaciLity: T 'deficiency was in violation of EC Direcrive 
64/433 .  

52 The drover was observed to make excessive use of the electric prod The a d i r  !eader (the DC-AL internal reviewer) 
identified the problem immediately and ordered that he be repiaced by anoher drover, and myed  in the area to v e r i  that this 
was done before stunning operations were allowed to condnue. 

Accompanying DGAL o8cials: Dr. Benjamm le Chatelier. .A-ssistant Hea4 OEce of Raw Materials; Dr. Laurence Respiquef 
Vererinary Inspector and Export Coordinator for the eastern pan  of France: Dr. Marie-Noel Favreau, Veterinary Inspector for 
the eastern secrion of the Department of Morbihan and audt leader; M. Oliver 3ureI. Assistant Chief for Hy5ene of the 
Depamnent; and Dr. Jean-Paul Droux, Veterinary hspecror-In-Charge. 
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(A) -Maintenance of over-product equlpmenr had beea zeglecred in several areas: rust and f l h g  
paint were observed on motor housings. coohg  units.and c e h g s .  Production was suspended 
immediately in one production area and cokective actions were undertaken: prompt correction in the 
other areas was scheduled. @) Clean srainless steel combo bins were stacked after c!eaning, so thar 
wa ta  fiom the wheels ofthe stacked bins could drip into the ciem ones below. The DGAL official 
idennfied the problem and ordered re-cleaning of the lower ones and an improved policy. 

1 Tnis establishment produces U.S.-sligible product only whea specid orders arrive fiom their h e r i c a n  
clients, whch occurs about every three months. Due to a miscommunicatio~ the DGAL inspecrjon 
i war not informed in advance ofproduction for L7.S.-export on Auawt 7 and 8,2002. The internal 
reviewer (the Director of Ve te r inq  S e ~ c e s  [DSVJ in the D$artemenr), during his next visit to the 
establishment, provided the establishment management with a reiteration, in ~ d n g ,of the 
requiremerri for daily inspection coverage whenever U.S.-eligible product is produced. Only samples, 
less than eleven pounds net weigh^ were allowed to be shipped io the US,on October 3,2002. The 
DSV informed the establishment management that the remainder of the production, which had not yet 
been shipped, was ineligible for the L.S. market. 

FoJlom-iig the audit of dGs establishment, D G U  issued a formal lezer io the management. m f o b g  
h e m  that the deficiencies idem5ed musr be corrected w i h  30 days, or &e establisbent would be 
renoved by DG-4L from b e  list of :stablishmerds eligible to export products to the LTnited States. 

NOTE: One deficiency had been identified durhg h e  previous FSIS audi: on 1-5-02 (condensation); it 
had been sansfactoriIy addressed and corrected. 

Operations: Production of duck and goose foie ga and pork liver pati 

L.S.  sspons: duck and goose foie g s  md pork liver p d .  
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50. Cbsewation of rhe Esao~knnenr 8- 9 ~  


7 Tne dropped-mear iecondidoning procedure -*as aot: 3 m  3f h e  7;vfrtea SSOP3s. 
3ssuraces -hs  would be comc:ed pronpdy. 

?dl previouly identifed deficiencies had been adequately addressed and co~ecred.  
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