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1 .  INTRODUCTION 

The audit took place in France from No\ ember 30 through December 21. 2005. 

An opening meeting mas held on No\eniber 30. 2005 in Paris. France. nith the Central 
Competent Authority (CCA). At this meeting, the auditor confirmed the objective and 
scope of the audit. the auditor's itinerarq. and requested additional information needed to 
complete the audit of France's meat and poultrq inspection sqstcm 

The auditor was accompanied during the entire audit bq representati~ es from the CCA. 
the General Food Directorate, and/or representati\fes from the D&pcu^ten7e~finspection 
offices. 

2. OBJECTIVE OF THE AUDIT 

This audit was a routine annual audit. The objective of the audit Mas to evaluate the 
performance of the CCA with respect to controls over neat producing/storage 
establishn~ents certified by the CCA as eligible to export meat products to the United 
States. 

In pursuit of the objective, the following sites nerc  \kited: the headquarters of the CCA. 
three Dipartement offices (DDSV), three laboratories. three slaughter establishments, 
and one processing establishment. 

1 Competent Authority Visits Coniments 
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3. PROTOCOL 

This on-site audit was conducted in four parts. One part in\ elk ed \ isits ni th  CCA 
officials to discuss oversight programs and practices. including enl'orcement activities. 
The second part involved an audit of a selection of records in the countrq 's inspection 
headquarters or Department offices. The third part in\ ol\ ed on-site sits to four 
establishments: t h e e  slaughter establishments m d  one processing establishment. 7 he 
I'ourth part mcluded a Iisit to laboratories conducting anal4 4es of field samples for 
France's national residue control program. 'is ~ c l l  sampling for a4 wme mlc~ob~ological 
generic Esc herzcllza coll (E  c d r )  and Suln~o~c.l/tr 
L 



Program effectiveness determinations of France's inspection sq stem focused on five areas 
of risk: (1)  sanitation controls. including the implementation and operation of Sanitation 
Standard Operating Procedures (SSOP). (2)  animal disease controls. (3 ) 
slaughter,'processing controls. including the implementation and operation of Hazard 
Analysis and Critical Control Point (HACCP) sq stems and a testing program for generic 
Escherichicr colr (E coli). (4) residue controls. and ( 5 )  enforcement controls. including a 
testing program for Sdnzonellu. France's inspection sq stem mas assessed b j  evaluating 
these five risk areas. 

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

At the opening meeting, the auditor explained to the C'CA that their inspection system 
would be audited in accordance with three areas of focus. First. under provisions of the 
European CommunityIUnited States Veterinary E q u i ~  alence Agreement (VEA), the FSIS 
auditor would audit the meat inspection system against European Conlmission Directive 
641433IEEC of June 1964, European Com~nisslon Direct~vc Y612LIEC oi April l Y Y 6 ,  and 
European Commission Directive 96/23/EC of April 1996. These directives have been 
declared equivalent under the VEA. 

Second, in areas not covered by these directives, the auditor would audit against FSIS 
requirements. FSIS requirements include dailq inspection in all certified establishments, 
humane handling and slaughter of animals. the handling and disposal of inedible and 
condemned materials. species verification testing. and requireinents for I-IACCP. SSOP. 
and testing for generic E coli and Sa!rwne!lcr 

Third. the auditor would audit against anq equivalence detern~inations that have been 
made by FSIS for France under provisions of the Agreement on the Application of 
Sanitary and Phytosanitary Measures. Currentlq. FSIS has determined that three alternate 
procedures are equivalent to U.S. requirements: 

France uses IS0 6579:2002 to analyze for S~rimorzeil~i. 

France suspends an establishment's eligibilit) to export the first time it fails to meet a 
S'uln1or~e11a performance standard until compliance v, ith this standard is met. 

FSIS has now determined the use of Enterobacteriaceae and Total Viable Count in 
lieu of generic E coli is acceptable for all EL! exporting countries. Hen-ever, none of 
the establishments audited ut i l i~e this e q u i ~  alence determination. but continue to re14 
on generic E coli as an indicator of process control. 

4. LEGAL BtlSIS FOR THE A I D I T  

The audit \\as undertaken under the spccific pro\ isions 01' Ilniteii States la1z.s and 
regulations. in particular: 



The Federal Meat Inspection r4ct (21 L1.S.C. 601 et seq. 1. 

0 The Federal Meat Inspection Regulations (9 CFR Parts 301 to end). nhich include the 
Pathogen ReductiodHACCP regulations. 

The Poultry Products Inspection Act (21 U.S.C. 45 1 et seq.). and 

The Poultry Products Inspection Regulations (9 CFR Past 381). 

In addition, conipliance with the following European Community Disectikes \vas also 
~ C C P P P P T ~ :  
L&d,,Ud""U 

Council Directive 641433lEEC of June 1964, entitled Health Problems Affecting 
Intra-Community Trade in Fresh Meat. 
Council Directive 96/22/EC, of 29 April 1996, entitled Prohibition on the Use in 
Stockfarming of Certain Substances Having a Hornional or Thyrostatic Action and of 
B-agonists, and - Counci! Directi~~e 96.123.iEC, gf 2'4 April 1996, entitled I\/lras!.!re tn Mnnitnr Certain 
Substances and Residues Thereof in Live Animals and Animal Products. 

5 .  SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' u-ebsite at the following address: 
http:/lwww.fsis.usda.gov/Regulatio~i~~&~Po1i~ie~/Foreign~Audit - Reports/index.asp 

The FSIS audit of France's meat and poultry inspection system conducted in January of 
2004 identitied the following deficiencies: 

The CCA did not have ultimate control and supervision over official activities of 
all employees and certified establishments. 
Inspection personnel did not have su~licient hnouledge of the U.S. IIACCP and 
SSOP regulatory requirements. 

. . * Defic!enc~es v,ere identified involvi!~g the fcl!!on ing 3 rex  of SSOP comp!iance: 
o Monitoring: specification of frequencies (one establishment) 
o Implementation of the SSOP (nine establishments) 
o Corrective actions: proper disposition of product (one establishment). 
o Recordkeeping: pre\ enti\ e measures for corrective actions mere not 

included in the daily records (nine establishments) 
SPS deficiencies, which could result in the creatlon of insanitarq conditions and 
product adulteration. were identified 

o Equipment and utensils (fi\ e establishments) 
o Ventilation (fia e establishments) 
o Maintenance of grounds facllit~es (three establishments) 

Noncompliances \\ it11 the follou ~ n g  regulator). requ~reme~its undel HACCP 1-s ere 
obser~  ed: 

o Completion of a supportable 1 1 ~ ~ a s d  Znalj sls ( 6  establishments) 
o Verification acti\ ities ( 8  establishments) 



o Monitoring (4 establishments) 
o Corrective Actions ( 5  establishn~ents) 
o Recordkeeping ( 5  establishments) 
o Reassessment (1 establishment) 

a In two establishments, the reassessment of the HACCP plan did not properly 
address the hazards reasonably likely to occur associated ~vith Listeria 
monocpogenes. 
In one establishment. dailj. inspection \\as not prok~ided during the maturation 
process of fermented dry pork sausage. 
In two establishments, pre-operational sanitation Lvas not performed in a manner 
consistent with US expectations. 
At one estah!ishment. a carefill post-mortem examination and inspection was not 
made. 

During the course of this audit, three of 11 establishments nere delisted for failure to 
meet U.S. requirements and two of 11 establishments received a Notice of Intent to Delist 
(NOID). 

The subsequent FSIS audit was an enforcement audit conducted in December of 2004, 
during which the following deficiencies were identified: 

a In one establishment, ventilation adequate to control condensation to the extent 
necessary to prevent adulteration of product and the creation of insanitary 
conditions was not provided. 

a In one establishment, the intended use or the consumers of the finished product 
were not included in their writtcn HACCP plan. 

6. MAIN FINDINGS 

6.1 Legislation 

The auditor was informed that the relevant EC Directi~ es. determined equivalent under 
the VEA, had been transposed into France's legislation. 

6.2 Government Oversight 

6.2.1 CCA Control Systems 

The food safety system in France is based on collaboration among three independent 
ministries: the Ministry of Agriculture, Food. Fishery and Rural Affairs; the Ministry of 
Trade and Commerce; and the Ministrq of Public IIealth. This inter-Ministry working 
group is charged with coordinating and arbitrating the national position in the 
international community. The Ministrq of Agriculture. Food, Fishery and Rural Affairs 
serles as the lead component in this norking group. Further, the Diwction Genei.de de 
I ',+Ilirncntution ( D G A L )  is the lead agenc! nithln France for the d e ~  elopmcnt and 
implementation of food safet) polic! . 



The DGAL is based upon a single chain of command ~liith direction being given to each 
individual &pirrterwnt from the Headquarters in Paris. In 2003. the DG.4L created a 
new position. rc!j$rent tecl~niqzre nutiorxi1 (hereafter referred to as a national technical 
expert). with the role to oI.ersee all establishments that are eligible to export products to 
the United States. The national technical expert brings technical support to the French 
inspectors. supervisors and coordinators in an advisor!- role. 

The CCA also created a second-tier o\ ersight position in addition to the abo\ e-mentioned 
national technical expert. The official in this position reports directly to the Chief 
Veterinary Officer (CVO). and the duties of this position include carrying out field 
audits. training of inspection personnel, and preparing reports for the CVO uith 
recommendations. 

The key difference between these t uo  positions is the le\.el at ~ h i c h  they interact within 
the national inspection system. The national technical expert uorks directlj with the 
establishments. The new oversight position uorks mith the DDSV to ensure that all FSIS 
requirements are being properly implemented and verified. 

During this FSIS audit. further clarifications mere pro~ided by the DGAL concerning the 
frequency at which these second-tier audits are performed. This can be summarized as 
l-ollows: 

1. Second-tier audits are perf'ormed prior to listing an establishment as certified 
for U.S. export. 

2. Concerning establishments which are already certified for U.S. export, 
second-tier audits are performed nit11 a target frequencj of at least once per 
year. 

3. Second-tier audits can be conducted at the request of the DDSV overseeing a 
particular establishment on an "as needed" basis. 

Additionally. the following observations \\ere noted concerning the actual effectuation of 
this position: 

The extent and nature of the noncompliances identified during this FSIS audit 
may be indicative of deficiencies in either the frequency or the manner in which 
these second-tier reviews are performed. especially with regard to newly-listed 
establishments. 

a While this position is described as ansnering directly to the CVO, audits 
perfor~ned at the request of the associated DDSV are done at their expense (i.e.. 
related tra1,el and lodging expenses are cok ered by the DDSV's budget). 
Although provisions exist uhich allom the DDSV to procure additional funding 
for these expenses, this additional step is not entirely consistent ui th  the concept 
of a direct line of command betnee11 thc CVO and this position. 

a One of the establishments 1 isited undernent o n l ~  an off-site "document audit" in 
the previous 1 ear. rhis type of audit differs from the "field audit" specified in 
this position's job dercription. 

At the regional lelrel. France is di\ ided i n ~ o  97 repons lhere  are t n o  groups that nark 
at the regional le\ el for the DGXL. The first asi' thc Q u d i t )  .\ssurance Managers 
(QAM). The QAMs are assigned nit11 the implementation of I S 0  17020 \\ithi11 the 



DGAL. In performing this function. the Q.4Ms pro\ ide regional support to various 
diprrr-tmzerzts in an effort to harmonize the application of LJS import requirements. 

1he second group is comprised of nine Interregional Inspectors General (IGVIRs). each 
of whom oversees ses,eral of the 22 Regions fimctioning as one of the kej components of 
the organization's internal audit s j  stem. A monthlq coordination meeting between the 
IGVIRs and the DGAL Director General is held in Paris. The IGVIRs also organize 
meetings with the DDSVs in their assigned regions nith the primarq purpose of ensuring 
the appropriate allocation of funds and staffing. 

It the local level. France's twentl -trio regions are further divided into 96 dkprrrten1ent.1 
(there are also an additional 4 overseas diprir-renwnts). Each has a Director of Veterinary 
Services (Directeur dzl Dipcrrtementule S ~ Y I ' I C ~ ~  T 'eterzncrires, or DDSV). Each of these 
government employees holds a veterinarj degree, and is a sworn-in officer (as are all 
inspection staff); hislher testimonies have h ~ g h  Lalue in court proceedings. Each Director 
has at least two deputies who are assigned to either the division of animal health and 
~zelfareor the section addressing food safet]. The latter coordinates the inspection 
programs within the dipartement regarding all the approved meat and poultry slaughter 
and processing establishments therein. According to the volume of activity within the 
deparlement, the deputy has other coiieagues milo work w i ~ h  hirn~her a d  repor3 lo 
himlher; these make up the Food Safety Service within the clkpcrriement These are either 
1 eterinary officers or technical assistants with specific public health training. Larger 
L1ipartenzerzt,s.are divided into districts, each of which is under the supervision of a 
Veterinary Officer. 

5.2.2 Ultimate Control and Supervision 

DGAL headquarters in Paris has the ultimate control and supervision of France's meat 
and poultry inspection system and has the authority to add or remove establishments from 
the list of establishments certified to export to the U.S., or to refuse the issuance of 
l~eterinary health certificates in order to prohibit exports from taking place. 

New official inspection guidelines are issued by DGAL headquarters in Paris. These 
guidelines are provided by facsimile. e-mail. and mtranet to the Directors of the 
17kparremenw and, ihroug1l ilieai, to the field persofifid aid,  if appropriate. also to 
establishment andlor laboratory management officials. Under the current system. it is the 
responsibility of these Directors to delegate implementation instructions to the 
appropriate officials under their super\ ision. and to ensure their implementation. 

I he preponderance of information issued b j  the DGAL, to the field is contained in a 
document referred to as the "MEGAREG", I? hich is regularly updated and consolidates 
elements of the follouing FSIS requirements into one location: 

1.  Sanitation 
2. IiACCP 
3. Generic E coll sampling 
4. Sulmoncll~itesting 
5 Testing for Li5rercu mom)^.^ fohymj\ 



The following obser\ztions result from the re~iei i .  of this document and should be 
considered in association with other findings identified during the audit process: 

The section concerning hygiene synonymously equates sanitation with SSOP. 
This differs from the FSIS regulations outlined in 9 CFR 4 16, under which 
sanitation is divided into SPS and SSOP components. 
This document contains \.cry few regulatory references to 9 CFR. and may need 
to be more specifically tailored to these specific FSIS regulations rather than 
providing an overview of FSIS requirernents. 
A significant portion of the inspection personnel encountered during the audit rely 
almost esclusively on its contents in order to perform their duties in enforcing 
FSIS requirements. Overall, there mas little familiarity among inspection 
personne! with regi~lations contained outside of 9 CFR 41 6, 41 7:  and with those 
addressing microbial sampling. 

6.2.3 Assignment of Competent, Qualified Inspectors 

No full- or part-time DGAL employees are permitted to perfom any private, 
establishment-paid tasks at an establishment in which they perform official duties. 

As the majority of noncompliances encountered during the audit involved a newly listed 
establishment, the DGAL needs to continue to ensure that knouledge of the FSIS 
inspection requirements, including HACCP, SSOP, and of the other regulations found in 
9 CFR is consistent throughout of its inspection force. 

6.2.4 Authority and Responsibility to Enforce the Laws 

DGAL has the authority and the responsibility to enforce all IJ.S. requirements. 
However, deficiencies involving the enforcement of l T . S .  rcquircinents were identified at 
the four establishments audited. 

Specific deficiencies are noted on the attached individual establishment reports. 

6.2.5 Adequate Administrative and Technical Support 

DGAL has the resources and ability to support a third-party audit and has adequate 
administrati\.e and technical support to operate France's inspection system. 

6.3 Audit of Headquarters and D i p r t e n ~ e n t  Offices 

The auditor conducted reviews of inspection system documents at the headquarters of the 
inspection service and in three Dipartcrmt~t offices. This revie\\ focused primarily on 
food safety hazards and included the Solloning: 

- Internal re1 iew reports. 
- Superxisory kislts to establiihments thdt LieIe certified to export to the U.S.. 
- Training records for inspectors. 
- Nem lans and implementation documents such as regulations, notices. directiles 

and guidelines. 



- Sanitation, slaughter and processing inspection procedures and standards, and 
- Export product inspection and control including export certificates. 

Examination of these documents indicated that t n o  of the t h e e  departmental offices mere 
only minimall) involved in the assignment of the dailj inspection tasks related to pre- 
operational sanitation and HACCP \ erification. and the frequency at which these tasks 
are performed is largely at the discretion of the in-plant officials. 

7. ESTABLISHMENT AUDITS 

rhe FSIS auditor visited a total of four establishments: three slaughter establishments and 
one processing establishment. Prior to the start of the audit, two of five originally 
certified establishments were delisted, and one was added by the CCA. One 
establishment was delisted for failure to meet U.S. requirements during the course of the 
audit. 

Specific deficiencies are noted on the attached individual establishment reports. 

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During the laboratory audits, emphasis Ivas placed on the application of procedures and 
standards that are equivalent to U.S. requirements. 

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

Microbiology laboratory audits focus on analyst qualifications, sample receipt, timely 
analysis, analytical methodologies, analytical controls. recording and reporting of results, 
and check samples. If private laboratories are used to test U.S. samples. the auditor 
ekaluates compliance with the criteria established for the use of private laboratories under 
the PRIHACCP requirements. 

The following three laboratories m ere re\ iem ed: 
Two private laboratories conducting residue and microbiological testing. These 
laboratories are accredited by the French Accreditation Committee (COFRAC). 

- District 29: L~ibor-utoiw departenzentul d'clnuly~es (Quimper) 
- District 56: Luborutoire L;ltp~~rtenzental d 'anul j~se~  (Saint Ave) 

One private laboratory in Cahors. also accredited under COFRAC. and utilized by 
an establishment for conducting microbiological testing for generic E. coli. 

The findings concerning the residue component of laborator~, testing m i l l  be discussed in 
Section 12 (Residue Controls) of this report. No deficiencies nere noted regarding the 
~nicrobiological testing component at the I isited laboratories. 



9. SANITATION CONTROLS 

As stated earlier. the FSIS auditor focused on five areas of risk to assess France's meat 
inspection system. The first of these risk areas that the auditor re1 iened mas Sanitation 
Controls. 

Based on the on-site audits of establishments. France's inspection s) stem had inadequate 
controls in place for SSOP programs. facilitj and equipment sanitation. the prevention of 
actual or potential instances of product cross-contamination. good personal hygiene 
practices. and good product handling and storage practices. For example: 

0 Frances's inspection system failed to identify serious deficiencies observed in 
establishment operations that resulted in product adulteration. 

Audit findings noted in this section include inadequate government oversight and 
non-compliance with Council Directi~re 641433lEEC of June 1964. 

In addition, and except as noted belom. 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 following deficiencies were noted: 

In one establishment, several deficiencies were identified concerning SSOP 
recordkeeping requirements: 

o The pre-operational sanitation records generated on the day of the audit 
contained inadequate descriptions of deficiencies (e.g. "needs cleaning"). 

o Preventive measures Nere not routinel>, documented as part of the 
establishment's corrective actions taken in response to pre-operational 
sanitation deficiencies. 

o The establishment's operational SSOP records focused on specific SPS 
elements (e.g. employee hygiene. cleanliness of work garments) and, as 
designed, could not be utilized to properly document instances of actual 
product contamination. or contamination of product-contact surfaces. 

In one establishment. a plant emploqee \\as obserked placing his foot on a rack of 
duck carcasses. resulting in contan~ination of product contact surfaces. 

In one establishment, various fornls of contamination (feces. unidentified foreign 
material. and rail dust) u ere identified on s e ~  era1 hog carcasses in the carcass 
cooler. 



9.2 Other Sanitation Requirements 

The FSIS regulations in 9 CFR 31 6.2 to 31 6.5 set forth specific sanitation performance 
standards that establishments must meet to pre\ ent the creation of insanitary conditions 
that could cause the adulteration of meat and poultrl products. 

During the audit. the following deficiencies nere identified regarding these sanitation 
performance standards (SPS): 

0 In one establishment. the plastic bins used for the conveyance of boxed edible 
product Lvere not clearly distinguishable from containers used for inedible 
product. 

In one establishment. the lighting in the carcass cooler was not of sufficient 
intensity to ensure that sanitary conditions lvere maintained and that product was 
not adulterated. 

In one establishment, the protective coverings on several metal bins containing 
product in the cooler were bloun off by the air uhich was circulating within. One 
of these unprotected bins was situated under a cooling unit @hich presented 
evidence of dried condensation on the inferior surface of the drip pan. 

9.3 EC Directive 641433 

In three of the four establishments audited, the provisions of EC Directive 641433 
concerning sanitation controls were not effectively implemented. Specific deficiencies 
are noted in the attached individual establishment reports. 

10. ANIMAL DISEASE CONTROLS 

The second of the fi\,e risk areas that the FSIS auditor reviekted mas Animal Disease 
Controls. These controls include ens~~ring adequate aninla1 identification, control over 
condemned and restricted product, and procedures for sanitary handling of returned and 
reconditioned product. 

Yo deficiencies ivere noted. 

1 1. SLAUGHTER/PROCESSING CONTROLS 

l'he third of the five risk areas that the FSIS auditor rekiebed mas Slaughter1Processing 
Controls. The controls include the following areas: humane handling and humane 
slaughter, ingredients identification. control of restricted ingredients. formulations. 
processing schedules, equipment and records, and processing controls of cured, dried, 
and cooked products. 

fhe controls also include the implementation of FIACCP sl  stems in all establishments 
and implementation of testing programs for generic E c.011 in slaughter establishments. 



1 1 . 1  IIunlane Handling and Humane Slaughter 

No deficiencies were noted. 

1 1.2 HACCP Implementation 

All establishments approved to export meat products to the United States are required to 
have developed and adequately implemented a HACCP program. Each of these 
programs was evaluated according to the criteria employed in the United States' domestic 
inspection program. 

The HACCP programs were reviewed during the on-site audits. Only two of the four 
establishments had fully and adequately in~plenlented FSIS' HACCP requirements. with 
the following deficiencies noted at the other two establishments: 

In one establishment, fecal contamination was identified on a hog carcass in the 
cooler. This production step was after the Agency's established verification point 
for "zero tolerance" (i.e., visible feces. ingesta. and milk). 

I he hazard anaiysis in one establishment did not specificaiiy address each ofthe 
production steps, and the portion addressing chemical hazards was not complete. 

In one establishment, the critical limit which appeared to be related to the control 
of visible feces, ingesta, and milk (i.e. "zero tolerance") was not clearly defined, 
and was solely described as "no dirtj carcasses". 

Specific on-going verification procedures and frequencies tvere not clearly 
described in one establishment's HACCP plan addressing slaughter. 

In one establishment, the prescribed monitoring frequency for a CCP, as indicated 
in the HACCP plan, was not always follomed. 

In one establishment. the corrective actions described in the HACCP plan to be 
taken in response to a deviation from the critical limit were not supportable. 

In one establishment, the ha~a rd  analysis addressing the production of fully- 
cooked, not-shelf-stable foie grm did not accurately identifj all the possible 
hazards associated with the chilling of product after cooking (e.g. C'lostridizm 
perfringens). 

In one establishment. the review of records indicated that all four components of 
corrective actions associated M it11 a deviation from the critical limit were not 
always documented. 

.A more specific description of these deficiencies can be found in the attached individual 
establishment reports. 



1 1.3 Testing for Generic E coli 

Three of the four establishments audited \\ere required to meet the basic FSIS regulator) 
requirements for testing for generic E c ~ l l ,  and mere e\ aluated according to the criteria 
emplo>ed in the United States' domestic inspection program. nit11 the f o l l o ~ i n g  result: 

In one establishment, the upper control limit associated mith the implementation 
of process control techniques regarding generic E coli testing was not statistically 
supportable. The method used by the establishment to determine this limit 
consisted in taking the average \ alue from a series of generic E. coll testing 
results (reported in CFUlml) and then arbitrarily multiplying this value by a factor 
of five. No further supporting documentation was protided by the establishment 
to demonstrate the statistical talidity of this calculation. 

1 1.4 Testing of Ready-to-Eat Products 

One of the four establishments audited mere producing ready-to-eat products Vois grus) 
for export to the U.S. As this particular product is fd ly  cooked in herrnetically-sealed 
glass jars, and there is no post-lethality exposure to the environment. the requirement to 
test the finished product for Listeria nzonocytogenes under FSIS Directive 10,240.4 does 
not apply. 

Houever, this product is subject to non-risk-based testing for Li\twiu monocytogenes and 
Sulmonell~r. as prescribed by FSIS DirectiL e 1 0 2  10.1 Amendment 6, with regards to 
mhich the following deficiency was identified: 

The audit of this establishment revealed that testing for Sulmonellcr and Listeriu 
monocyfagcnes was not being perfgrrned. As the particular product is not post- 
lethality exposed. current FSIS expectations for exporting countries prescribe a 
testing frequency of three times per J ear for these pathogens. 

In one of the four establishments. the provisions of EC Directive 641433 addressing 
slaughter1processing system controls mere not effectiveiy impiemented. 

Review of the procedures revealed that antemorten1 inspection was routinely 
performed by a non-veterinary DGAL official. under lighting of insufficient 
intensity. 

13. RESIDUE CONTROLS 

12.1 PSIS Requirements 

I'hc hurt11 of the fi \c risk areas that the FSIS auditor re\ i txed \\as Residue Controls 
The f olloning deficient\ nas  identified: 



One laboratory was utilizing the 'prinlitt.,r" method for antibiotic screening 
instead of the traditional 4-plate method. At the time of the audit. no equivalence 
determination was in place to permit substitution of one method for the other. 

12.1. EC Directive 96/22 

The provisions of EC Directive 96/22 nere effective11 inlplenlented at the audited 
laboratories Lvhich \\ere performing residue testing. 

12.2. EC Directive 96123 

The provisions of EC Directive 96/23 were effecti\rely implemented at the audited 
laboratories which were performing residue testing. 

13. ENFORCEMENT CONTROLS 

The fifth of the five risk areas that the FSIS auditor reviewed was Enforcement Controls. 
These controls include the enforcement of inspection requirements and the testing 
program for Sdmonella. 

1 3.1 Daily Inspection in Establishments 

Inspection was conducted on each U.S. production day in all slaughter and processing 
establishments. 

13 .2 Testing for Sulmonella 

France had adopted the FSIS requirements for testing for S(r1tnoneIla with the exception 
of the following equivalent measures: 

Analytical Methods-France uses IS0  6579:2002 to analyze samples for 
Salmonella. 

Enforcement Strategy- France suspends an establishment's eligibility to export 
~ 1 . -  L-.._LL1...^ I L L = :  
LIK 111-st LIIIK: 11 M I ~ S  iv iiieei a S~iltiioiit.llii p~~fur i~ ia i ice  staiibarb iiiliil coi~ipliailce 
with this standard is met. 

No deficiencies were noted. 

13.3 Species Verification 

Species verification was being conducted for those establishments in which it was 
required. 

I he audit determined that. in all establi~hments 1 is~ted. monthlq wper\ isor! reviens of 
ccrtificd establishments uerc being pcrformcd and documented as required. 



13.5 Inspection Sj.stem Controls 

These controls include enforcement of inspection requirements for sanitation and 
HACCP: ante-mortem and post-mortem inspection procedures and dispositions; restricted 
product and inspection samples; shipment securitl. including shipment betneen 
establishments; and prevention of commingling of product intended for export to the U.S. 
\+ith product intended for the domestic market. Not all FSIS requirements uere enforced 
bq the France's inspection sqstem. For example: 

In one establishment. several deficiencies uere  identified concerning SSOP 
recordkeeping requirements: 

o The pre-operational sanitation records generated on the day of the audit 
contained inadequate descriptions of deficiencies (e.g. "needs cleaning"). 

o Preventive measures uere not routinel) documented as part of the 
establishment's corrective actions taken in response to pre-operational 
sanitation deficiencies. 

o The establishment's operational SSOP records focused on specific SPS 
elements (e.g. employee hygiene. cleanliness of work garments) and, as 
designed, could not be utilized to properly document instances of actual 
product contamina~ion, or conramination of produc~-con~act surhces. 

In one establishment, a plant employee was observed placing his foot on a rack of 
duck carcasses, resulting in contamination of product contact surfaces. 

In one establishment, various forms of contamination (feces, unidentified foreign 
material. and rail dust) were identified on  several hog carcasses in the carcass 
cooler. 

In one establishment, the plastic bins used for the conveyance of boxed edible 
product were not clearly distinguishable from containers used for inedible 
product. 

In one establishment. the lighting in the carcass cooler mas not of sufficient 
intensity to ensure that sanitary conditions were maintained and that product was 
. - - A  - A . . l *  *-3 
l l U L  i lUL l lLGl i lLGU.  

In one establishment, the protectike coverings on several metal bins containing 
product in the cooler uere bloun o f f b j  the air which \+as circulating within. One 
of these unprotected bins mas situated under a cooling unit which presented 
evidence of dried condensation on the inferior surface of the drip pan. 

In one establishment. fecal contamination mas identified on a hog carcass in the 
cooler. This production step \$as after the Agent! 's established \~erification point 
for "zero tolerance" (i.e.. ~ i s ib le  feces. ingesta. and milk). 

1 he harard anal) sis in one establ~shment did not specificalll address each of the 
production steps. and the portion addressing cheniical hazards \\as not complete. 

In one establishment. the critical limit ~ ih i ch  appeared to be relatcd to the control 



of visible feces. ingesta. and milk (i.e. "zero tolerance") mas not clearlj. defined. 
and Mas solely described as "no dirt! carcasses". 

Specific on-going I erification procedures and frequencies nere not clearly 
described in one establishment's I iACCP plan addressing slaughter. 

In one establishment, the prescribed monitoring frequency for a CCP, as indicated 
in the HACCP plan, was not a l~ tays  folloned. 

In one establishment. the corrective actions described in the HACCP plan to be 
taken in response to a deviation from the critical limit uere  not supportable. 

In one establishment, the hazard anail sis addressing the production of fuiiy- 
cooked, not-shelf-stable foie grus did not accurately identify all the possible 
hazards associated with the chilling of product after cooking (e.g. C'lostridium 
perfiingens). 

In one establishment, the review of records indicated that all four components of 
corrective actions associated with a d e ~  iation from the critical limit were not 
,1.,,",," A r \ n l r m o ~ t o r l  
Cil W L 1 J  3 U V b U L L L b L l L ~ U .  

In one establishment, the upper control limit associated with the implementation 
of process control techniques regarding generic E. coli testing was not statistically 
supportable. The method used by the establishment to determine this limit 
consisted in taking the average value from a series of generic E. coli testing 
results (reported in CFUIml) and then arbitrarily multiplying this value by a factor 
of five. No further supporting docun~entation was provided by the establishment 
to demonstrate the statistical validity of this calculation. 

The audit of this establishment revealed that testing for Sulnzonellu and Listeria 
monocytogenes was not being performed. As the particular product is not post- 
lethality exposed, current FSIS expectations for exporting countries prescribe a 
testing frequency of three times per year for these pathogens. 

The observation of post-mortem inspection of d w k s  in nne of the establishments 
revealed that the thoracic cavities were not being routinely inspected by DGAL, 
personnel. 

Re\ iew of the antemortem inspection procedures at one establish~nent indicated 
that they uere  not consistent mith U.S. practices. These procedures were 
routine]) performed under lighting of insufficient intensity, and were described to 
the auditor as involving the observation of animals from the external perimeter of 
the pens. On the day of the audit, the pens uere filled to an evtent which would 
not permit the sufficient movement of animals. therebl rendering the 
accomplish~nent of effecti~ e inspection difficult. Current U.S. expectations are 
that animals undergoing antemortem inspection are also to be viemed in motion. 

In one establishment. the inspection official instructed an emplo\ee to dispose of 
condemned product bj. placing it in a container used for edible product before 



sending it to rendering. 

Several contaminated carcasses, ~ h i c h  had been overlooked by the DGAL 
oflicials. were identified b>- the FSIS auditor in the carcass cooler. 

13. CLOSING I V I E E T ~ G  

A closing meeting was held on December 21, 2005. in Paris with the CCL4. and by 
teleconference with a member of the European Community in Brussels, Belgium and 
with International Equivalence staff officers in Washngton, D.C. At t h s  meeting, the 
primary findings and conclusions from she audit were presented by the auditor. 

The CCA understood and accepted the findings. 

Dr. Alexander L. Lauro 
Senior Program Auditor 



15.  ATTACHMENTS TO THE AUDIT REPORT 

Individual Foreign Establishment Audit Forms 
Foreign Country Response to Draft Final Audit Report 
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: EST,~ELlSHME.IT' I i M E , i N D  LCCAT,C;N 

Euralis Gasn onomie 
4venue dl perigord 
ZI de Madrazes 
24200 Sar~arla Caneda 

Foreign Establishment Audit Checklist 
I 2 .  .AUDIT )ATE 3 ESTA3LlSr,PJE?rT NC , 4.  NAME 3 F  SSJNTRY 

3 e c  13 2005 -74-520-rj2 France
I 

I 5 N r f s E  Z F  AJDITCR(S) 6 TYPE 3~ - U D  T 
-

Dr Alexander L Lauro ~ - S I T E * L I DT I D O C U M W T  AU:U~ITX- 1 


Place a n  X I n  the A u d ~ tResu l t s  b lock  t o  ~ n d ~ c a t enoncompl~ancew ~ t hrequirements. Use  0 ~fn o t  appl~cable.  

Part A - Sanrtabon Standard Operating Procedures (SSOP) 
Baslc Requ~rements 

-

7. Written SSCP 

8 Records documentng implementarion. 

9. Sioned and dsed SSOP. bv m-si te or ovea!!  ~u!hcri!Y. 

Sanltat~on Standard Operating Procedures (SSOP) 
Ongolng Requirements 

10 Implementation of SSOP's, inciudhg rnonltoring of implementation 

? 1. Maintenance and evaiuat~on of the effectveness of SSOP's. 

12. Corrective action when the SSOPs have faied to prevent direct 
Dmduct corrtaminatim or adukeration. 

13. Daily rccords document item 10. 11 and 12above 

"rt = Hazard Ana!ysis 2nd cdtica! ccn t rc !  
Point (HACCP) Systems - Basic Requirements 

14. Developed m d  ~mplemented a wr l t tm HACCP plan 

15. Corrtents of the HACCP list the f m d  safety hazards. 
v i t i c d  contoi  pants, critical limits, pocedues,  correchve actions: _ 

16. Records docurnentmg ~mplementation and monitoring of the 
HACCP dan. 

17. The HACCP plan is sgned and dated by the respons~ble 
establishment indivdual. 

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

18. Monibr~ng of M C C P  plan. 

19. Venflcation and daidatlon of HACCP plan. 

20. Corrective action wr i t tm in HACCP plan. 
-

21. Reassessed adequacy of the HACCP plan. 

22 Records documenting b e  written t iACCP plan, rnonttorlq of the 
crsttcai c o ~ t o l  cants dates a d  tmes d speclflc event occurrexes 

Part C - Economic / V v h ~ l e ~ ~ t n e n e ~ ~  
23 Labeling - Product Standards 

s. 


24 Labd~ng- Net Weights 

25 General Labelma 

26. Fin. ?rod StanaardsiBoneIes (Defeds IAQUPak Skinshloisture) 

Generic E. coli Testing 

27 Written Procedures 

28 Sample Cclbct~on~Analysis 

29 Recows 

I ~ ~ d t  Part D - Cont~nued 1 ~t 
k . 5 ~ 1 ~ ~  Econom~cSampling 1 RSLI~S 

I 
I 

1 
I 
I 
I 

I 

i 
1 

1 
I 

I
-1_ _  

1 

I~ 
I 

I 

1 

~ 
I 

1 

I 

1 33. Scheduled Sample 1 
I 

34. Speces Testing 

v 
Part E - Other Requirements 

36. Expon I
1 37. import 

1 38. Establishment Groulds and P e t  Control 

39. Establishment ConstructioniMa~ntenance 

40 Light 1 

41. Ventilation 

42. Plumbing and Sewage ! 
1 

43. Water Supply 

44. Dressing RmmsILavatories 

1 45. Equ~prnent and Utens~ls 

46. Sanitary Operations 

! 
47. Employee Hyg~ene 

1 
48. Condemned Product Control 

I 

I
Part F - Inspection Requirements 1 

49 Government Staffing 1 

50 Dally lnspecticn Coverage 1 
51 Enforcement X 
52 Humane Handlmg 

1 53. Animal ldentificat~on 

54 Ante Mortem i n s p c t ~ o n  1 
I55 Post Mortem lns~ect lon I 

Part G - Other Regulatory Overs~ght Requ~rements 

55 Europan Commun~ty Drectlves 

57. Llcnthiy Re'iiew 

58, L;srt:ia resung - Y o n - R ~ s k - B a e d  X 

/ 59 

Salmonella Performance Standards - Basic Requirements 1 

10 Sorrecwe Actions 

7.1 E ~ ~ ~ e s s m e n !  

32 Nrrten ~ssurance 



-- 

5C. @bservati3r,of the Estamnmer t  

Est. G :  31-520-02 
City and Countq-: Sarlat la Cmeda 
Date: 12 14/05 

35 / 5 1: The plastic bins used for the conveyance of boxed edible product at shpping were non- 
distinguishable from the photograph of receptacles used for condemned materials which were indicated on 
posters throughout the plant. [9 CFR 416.3(c)] 

15 / 5 1) The hazard analysis addressing the production of fully-cooked, non-shelf-stable yoie g a s "  did 
not accurately identify a11 the possible hazards associated with the chilling of product after coolung. This 
document did not address the possible germination and subsequent toxin production of spore forming 
organisms such as Clostridiunzperfiingens during t h s  production phase, nor did it reference any further 
documentation supporting tlus omission. -4s the product is subjected to an automated stabilization process 
within the pasteurizer at this step. it is unlikely that conditions would allow for toxins from these 
organisms to be produced. However, failure to address all possible hazards at this step does not meet the 
regulatory requirements of 9 CFR 417.2(a)(1). 

58 / 51) The establishment was producing a ready-to-eat (RTE)product for U.S. export (fbie g a s  cooked 
in Jars), hcwever testing for S~lmonellaand Listeria monccytogenes was net being performed. As t'nis 
particular product is not post-lethality exposed, current FSIS expectations for exporting countries prescribe 
a testing frequency of three times / year for the aforementioned pathogens (i.e., non-risk-based sampling). 
Neither the establishment nor the inspection officials were fully aware of the specific testing requirements. 

61 NAMEOFAUDITOR 62 AUDITOR SICNATURE AND DATE 
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Foreign Establishment Audit Checklist 

Jean Her,aff S 4 I 3 s c  5 2'ii)j 19-25-0 France
1 
Ker Haste11 5 h 4 M E  3 F  n d C  TO'i S )  6 -YE ~ C P L CT 

29" 10Pouidreuz~c I-

I Dr Alexander L Lauro C O N - 5  T E A L J O T  5-DOCIMENT W D I T  

Place an X ~nthe A u d i t  Results b lock  t o  ~ n d i c a t en o n c o m ~ l ~ a n c ewrth requirements U s e  0 i f  not  applrcable 
I
Part A - Sanitabon Standard Operating Procedures (SSOP) AWI Part D - Cont~nued ANII 

Basic Requ~rements RSWL Econornlc Sarnpllng Res~lts 

7 in/r~tten SSOP 33 Scheduled Sample 

~ 
 I

8 Records documentng irnpiellentation 34 Speces Testing 

9 Signed ana dated SSOP by m-site or overall authority I 35 'iesidue I 


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

10. Implementation of SSOP's, includng monitoring of implementation. x 1 36. Export 1 


11. Maintenance and evaluation of the effecnveness of SSOP's. I 1 37, import 1 

12 Corrective action when the SSOPs have faied to  prevent direct 1 1 38 Establtshrnent Oromds and P s t  Contml 

omduct contaminatim or aduiteration 

1 I13 Da ly  rfcords document item 10, 11 and 12above X 39 Establ~shment ConstructionlMaintenance 

Part B - Hazard Analysis and Critical Control  40 Light 
--

Point (HACCP) Systems- Sasic Requirernents 
41 Ventilation I 


14. Developed wd implemented a wnttm HACCP plan 

X 42. Plumbing and Sewage ! 
critica contol pants, critical limits, pocedwes, corrective actions. - I


16. Records documenting impkmentation and monitoring of the X 43. Water Supply 
4 


HACCP plan. I 


44. Dressing R m m s I L a ~ t o r i e s  
17. The HACCP plan is sqned and dated by the respons~ble 

establishment indivdual 45 Equipment and Utensils 

Hazard Analysk and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 Sanitary Operations X 


18. Monibnng of HACCP plan. I) X 1 47. Employee Hygiene I 


19 Verification and vakdation of HACCP plan. I 


48. Condemned Product Control 
 I 
1


20 Correctwe action written in HACCP plan 1 


21 Reassessedadequacy of the HACCP plan Part F - Inspection Requirements I 


22 Recorck documenting. ~e written HACCP plan, rnonitorim of the 1 1 49. Government Staffing 
critical control mints dates and tines d soecific event ocwrrerces. I~. ~-- - - , , 

Part C - Economic / V h o l e s m e n e s s  50. Daily lnspecticn Coverage I 

I 


23, iabe!ing - > i o?~c t  Standarns 
1 51. Enforcement 

24. Labding - N d  Weights ! 

25 General Labeling I 52. Humane Handling 
I 


26 Fin Prod StanaardslBoneless (DefenslAQUPak Skinshloisture) 53 Animal ldentif~cation 
I 


Part D -Sampling 
54 Ante M o r t m  lnspct ion  

27 Written Procedures 55 Post Mortem Inspxt ion  j 
28 S a m ~ l eColiectionIAnalys~s 

Part G - Other Regulatory Overs~ght Requirements 
-

56 E u w ~ a nCommunity 3rectives 
Salmonella Performance Standards - Basic Requirements , 

30 Corrective .Actions 1 57 Umthly Revie# 
-

I j e  Request by establ~si:nzntto ternmate audit; Delistmclnr X

C! Peassessnen: 

-- ---- ~~ 
.- -- ~- - ---- -

32 "vVrkten jssurance 

FSIS- 5'2M-6 'rJAW41'2332) 



---- 

EST.*: 39-22541 
City and C o m e :  P ~ u l d r e u z i ~ .  Fiance 
D a ~ e :Decembzr 5. 2005 

10 i 18  , 5 1)  After o b s e r m g  DG.4L offic~als performing t h e ~ r  inspection from the doormy ofthis area. ;he auditor performed a more detailed 
inspection of the carcass cooler. During the auditor's inspecrion, several contaminated carcasses were identified, one of which presented feces a r o ~ n d  
the area ofthe :ail. This production step is afier the Agency's established ~erification point for this hazard (i.e. just prior to the final wash). .hother 
carcass presented unidentified foreign material on the muscles of the perineal area, and several other carcasses presented rail dust on the~r posterior 
surfaces. Both the inspection officials and establishment employees were notified of the noncompliance, and actions were taken to remove the 
contamination. The presence of fecal contamination is a repeat finding from the Apn123.1003 audit. [9 CFR 417.3: 3 lO. l8 ,1 l6 . l3 ]  [Council 
Directive 64/433/EEC] 

5 1 i 56) While observing a test of the metal detector, the plant employee performing the demonstration dropped the rod containing the metal seed on 
the floor, and then placed ir back on the product without fusr washing i disinfecting it. The inspection official insrmcted the employee to dispose of 
the affected product. however these instructions consisted in removing the product from its container and placing it in a similar edible-product 
container before being sent m a y  for disposal. [9 CFR 416.31 [Council Directive 64i433IEECl 

I 3  151) The review of records documenting the implementation of the establishment's SSOP identified the following noncompliances with 9 CFR 
416.16: 
o The pre-operational sanitation records generated on the day of the audit contained only superficial descriptions of deficiencies (e.g. "needs 

cleaning"). 
o Preventive measures were not routinely documented as part of the establishment's corrective actions taken in response to pre-operational SSOP 

deficiencies. 
o The establishment's operational SSOP records focused on specific SPS elements je.g. employee hygiene, cleanliness of work garments) and, as 

designed could not be utilized to properly document instances of actual product contamination, or contamination of product contact surfaces. 

15 1 511 The establishment's hazard analysis did not specifically address each of the production steps. and the portion addressing chemical hazards was 
not complete. [9 CFR 317.21 

15 / 18 i 16 i 5 1) The following noncompliances were identified concerning the establishment's HPiCCP plan addressing the control of visible feces, 
ingesta, and milk (i.e., "zero tolerance") on carcasses and carcass portions: 

o 15 / 51) The critical limit was not clearly defined, and was solely described as "no dirty carcasses". [9 CFR 417.21 
o 15 1 51) Specific on-going verification procedures and frequencies were not clearly described in the HACCP plan, and confusion seemed to 

exist among plant personnel concerning differences between regulatory requirements for monitoring and verification. [9 CFR 417.2(~)(7)] 
o 18 1 51) The established monitoring frequency (5 carcasses 1 hour) was not always followed. Further conversations revealed that both the 

establishment as well as inspection personnel were of the opinion that it was permissible to delay monitoring beyond the prescribed 
frequency if the assigned individual was performing other duties. [9 CFR 417.2(~)(4)] 

o 15 i 51) Part of the corrective actions in response to a deviation from the critical limit which were specifically mentioned in the HACCP 
plan consisted in "going back 40 carcasses", rather than the FSIS policy of "going back to the last acceptable check". The rationale behind 
this determination was that these 40 carcasses would include a portion of those from the last acceptable monitoring check, based on the 
average line speed (30-40 carcasses per how) and the monitoring frequency of oncehour. However, since it was previously determined that 
the prescribed monitoring frequency was not always followed, this rationale was not completely supportable. [9 CFR 417.3(~)(5)] 

o 16 i 51) The review of records indicated that all four components of corrective actions associated with a deviation from the critical limit 
were not always documented? and often only trimming of the carcass was described. [9 CFR 417.51 

46 !56) Several metal bins in the cooler containing product had their protective coverings blown off by the air which was circulating w~thin. One of these 
. L
U U ~ I U L C L L C U"Ins ilia sitiiated under a cooiing unit ii.hiih p i i ~ i n t i d  ~ i d i n c e  of dried ioiideiisatioii on thi iiikiioi siiifaie of the diip pai. [9 CFX 416.4jd)j 
[Council Directive 641433/EEC] 

54 1 5 1 !56) Review of the mtemortem inspection procedures indicated that they were not consistent with U.S. practices, or ~ \ l t hsections of EEC 
Directive 641433. These procedures were routinely performed by a non-veterinary DGAL official, under lighting of insufficient intensity, and were 
described to the auditor as involving the obsen~ation of animals from the external perimeter of the pens. On the day of the audit. the pens were filled 
to an extent which would not permit the sufficient movement of animals, thereby rendenng the accomplislment of effective inspection difficult. 
Current U.S. expectations are that animals undergoing antemortem inspection are also to be viewed in motion. V h l e  provisions exist (i.e. "alternative 
antemortem") allowing only a portion of the animals to be observed in this fashion (i.e. in motion), no discussion of this provision, nor the supporting 
documentation to justify the current procedures were mentioned by the inspection staff. Lastly, E.U. legislation clearly states that antemortem 
inspection must be conducted by an official veterinarian, under suitable lighting. [9 CFR 310][Council Directive 641433EEC. .4nnex 1, Chapter TV, 
item 101 

58) During rhe component of document review, rhe establishment asked to terminare the audit before !IS completion This event. In associarion with 
discussions concerning the nature, txrent. and degree of  the defaencies ~denrified. resuited !n the removal of the esLablishment from the iisr of esublisnmen~ 
cei-.iT?~dZEeligible to export to the United States by the accompanymg DG.AL officials 
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Foreign Establishment Audit Checklist 
1 ESTiBi lSHf, lEiT N k I V I E i k D  _X,ATICN , 2 AUEI7 DATE 1 ESTrBL.ShtAENT NO 4 ',Llf,E 3 F  CCUP.IT2Y 

La Querc~noise D-c 13,2005 16-123-02 I France 
R o u t e  de Figeac 5 NAME 3 F  tUGIT3RtS: I 6 TYPE C;Fhd2IT 

46500 Gramat , __, -
I 'i Dr. Alexander L. Lauro I 

I 

:': : ON-SITE AUDIT DOCYMCUT UDIT 

Place an X I n  the A u d ~ tResul ts  b l o c k  t o  ~ n d ~ c a t enoncompliance w ~ t hrequirements. U s e  0 i f  no t  apphcable. 

Part A - Sanitation Standard Operating Procedures (SSOP) I Part D - Continued I MI 

Basic Requ~rements 1 Resblls Econom~cSampling Results 
-

7 Wr~tten SSOP 1 ( 33 Scheouled Sample 1 
-

8. Records docurnentng ~rnplementation 1 34 Speces Testinq 1 
9 Sianed and dated SSOP by a?-slte or ovelall author~ty 1 1 
San~rat ionStandard Operaiiny Procedures (SSGP) I Part E -Other Requirements 

Ongong Requ~rements i 
I 

10 irnplemenration of SSOP's, includng monitormg of implementation, 1 x 136. Export ) 
11. Maintenance and evaluation of the effectiveness of S O P ' S .  I ) 37. lmport 

I 

I 
I12 Correctwe action when the SSOPs have faled to prevent direct 

38 Establishment Grounds and Pest Control 
product cortam~natlm or aduiterat~on I 

13. Daly records document item 10, 11 and 12above. 39. Establishment Construction/Maintenance I 

Part B - Hazard Analysisand Critical Control  40. irght 1 
Point (h,&.CC?) Sy.stems- Basic Rquirements ! 

14. Developed and implemented a wrlttm HACCP plan 

15. Contents of the HACCP list the fmd safety hazards, 42. Plumbmg and Sewage 
criticd control pants, critical Ilmlts, pocedwes, corrective adions 

16. Records documenting lmpknentat~on and monitoring of the 43. Water Supply 
. -

HACCP plan. I 
44. Dressing R~0mSiLa~ to r l eS  

1 

establishment indivdual. 45. Eauioment and Utensils 1-

Hazard Analysis and Critical Control Point I 

(HACCP) Systems -0ngo1ng Requirements 46 S a n l t a ~  Operat~ons 

18 Monibnng of HACCP plan 
47 Employee Hygiene 

-
19 Ver~ficabon and vaidation of HACCP plan I 

48 Condemned Product Control 
I

20. Corrective act~on wrltten in HACCP pian. j 
21. Reassessed adequacy of the HACCP plan. Part F - Inspection Requirements I I 

22 Records documenting the written HhCCP plan, mon~tcrlnJ of :he 49 Government Staffing 

cr~ t~ca lcontrol cants, oates and tmes ct spec~fic event occurremes 

Part C - Economic I ~ o l e s c m e n e s s  50 Daily Inspectla? Coverage -7
I 

23 Labelmg - Product Standards 
51 Enforcement X

24 Labdmg - Net Welghts I I 
52 Humane Handling . 125 General Labelina I 

Part D -Sampling iGeneric E. cob Testing 54 Ante M o r t m  l n s p c t ~ o n  

27. Written Procedures 1 55. Post Mona -  Inspct ion 
i I 

28 Sample Colkct~on/Analys~s . 
Salmonella Performance Standards - Basic Requirements 

FSIS- 5005-6(0410412002) 
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Ejt = 46-135-'~2 
Cit) and C a u n q  Gramat. France 
Date Dzc :2.2005 

10 ,' 56j A plant employee was observed in the cutting room placing his foot on a rack of duck carcasses, resulting in 
contamination of product contact surfaces. Inspection personnel were notified of the non-compliance. and immediately then 
ensured that appropriate corrective actions were implemented. [9 CFR 416.13][Councii Directive W433iEECI 

78 / 5 1) The upper control limit associated with the implementation of process control techniques regarding generic E. coli 
testing was not statistically supportable. The method used by the establisllrnent to determine this limit consisted in taking the 
average value from a series of generic E. coli testing results (reported in CFUiml) and then arbitrarily multiplying this value by 
a factor of five. NOfurther supporting documentation was provided by the establishment to demonstrate the statistical validity 
of (his calcuiarion. [9  CFK 3 8 i .94(aj(.ij(iijj 
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Foreign Establishment Audit Checklist 

Euralis Gastronomiz D:c o 2005 56- i 
Z.1 de Kergar~o 5 HAiAE 3~SUCI-:RE) 

56160L i y o i  I 

Place an X I n  the Audrt Resul ts  b lock t o  i n d ~ c a t enoncornpl~ance 
Part A - San~tabonStandard Operating Procedures (SSOP) 

Baslc Requrements 1 

I 
10-02 France 

5 -YEZ:-IUCI-

Dr Alexander L Lauro r ; ;~~-~~-~4 b D l i  DCCUMEVT NJ-UDT 
I 

w l t h  r e q u i r e m e n t s .  Use 0 i f  not  apphcable 
IPart D - Contmued Iat 

i i e s ~ l t s  Econom~cSarnpl~ng , ? ~ S U ~ S  

7 Wtt ten SSOP I 

8 Records documentng ~rnplementatlon I
I 

9 S~gned and dated SSOP by a-site or overall author~ty 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

10 lmplementat~on of SSOP s lncludng monltormg of irnplementat~on 1 

I 
33 Scheduled Sample 

34 Speces Testing 1 
35 Res~due 

Part E -Other P.equirements . -. -

1 36 Export 

( 37. import I 

I 38. Establishment Gromds and Pest Control 

39 Establ~shrnent Const~ctloniMalntenance \ 

40 ~ l g h t  I 
41 Ventilation 

42 Plumbmg and Sewage 

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

12. Correct~veaction when the SSOPs have faied to prevent dlrect 
omduct cortarninat~m or aduberation. 

-

13 Darly w o r d s  document ~tem 10, 11 and 12 above 

Part B - Hazard Analys~s and Critical Control 
P o ~ n t(HACCP) Systems - Basic Requirements 

14 Oevelopea m a  lmpiernentea a wrltten HACCP plan 

15 Cortents of the HACCP list the f m d  safety hazards 
ai t tcd convol pants c r ~ t ~ c a l  11 

16 Records documentmg lrnpkmentatlon and monltonng of the 
H A f ' r P  nlan 

17 The HACCP plan is s ~ n e d  and dated by the responsible 
establishmen't indivdual. 

HazardAnalysis and Critical Control Point 
(HACCP) Systems - Ongoing Requirements 

18. Monibr~ng of HACCP plan. 

19. Verification and valdation of HACCP plan. 

20. Correct~veaction wr l t tm ~n HACCP plan. 

21. Reassessed adequacy of the HACCP plan. 

22. Records docurnmtlng: the wntten HACCP plan, monltorirg of the 

1 

1 

-
43 W a t a  Supply 

I 
44. Dressing Rcnrns/Lavator~es 

45. Equipment and Utensils 

46. Sanitaty Operations I 

-
48. Condemned Product Control I 

I 

Part F - inspection Requirements 

1 49. Government Staffing 
I 

50. Dally l n s p e c t ~ m  Coverage 

51 Enforcement X 
52 Humane Handlmg 1I 0 
53 Anmal  Ident~fication I 
54 Ante M o r t m  l n s p c t ~ o n  I 
55 Post M o r t m  Ins~ec t lon  j x 

i 

Part G - Other Regulatory Oversight Requirements 1 

56 Eurocean Cornrnunlty Drectlves 

1 57.  Mfflthly R e v e w  

-. 
2 Y 

cntical conk01 mints dates and tines d soeciflc event ocwrrences. 1 

Part C - Economic 1 Wnolesomeness 

23 Labellng - Product Standaras 

24 Labd~ng- Net W ~ ~ g h t s  I 

25 General Labelmg I 
26 Fin Prod StandardslBoneless (DefectsiAQUPak Sk1nsA401sture) 

Part D -Sampling 
Generic E. col i  Testing 

27 Written Proceaures 

28 Sample CsIectioi/Analysls 

29 Records 

Salmonella Performance Standards - Basic Requ~rements 
I 

32  'Nrtren .issu:ance 

FSIS- 5003-634LI412302) 



Esr.#:36-110-112 
Cic.and Counrrl;.: Lignol. France 
Date: Dec. 6, 2005 

10 5 1 , 56)L~ghtingrn the carcass cooler uas not of sufilc~ent lntenslty to ensure that sanitap condit~ons nere maintained and 
that product was not adulterated [9  CFR 416 2 jc)][Cowc~l Drrect~re 6J/333 EEC] 

55 5 1) Observation of post-mortem inspection practices revealed that only specific organs of the abdominal cavity were being 
rourinely inspected by DGAL personnel. The most notable of the organs which were omitted from routine inspection included 
air-sacs of the thoracic cavity? the heart, and the spleen. As certain air-sacs of the thoracic cavity communicate directly with the 
pneumatic bones of the wing,which in turn are in direct contact with the muscle tissue of the breast, it is important that these 
air-sacs be inspected in order to ensure that the breast tissue does not contain inflammatory exudate, or other pathological 
material. In addition, it is only through inspection of the available "noble organs" (e.g. heart, spleen, liver) contained in both the 
abdominal and thoracic cavities that a complete assessment of the health of the animal can be attained. [9 CFR 381.76(a)] 
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I'age 8 
mra. 1 

Page 8 
Para. 4 

l'agc 10 
para. 1 

1 Extracts of th,e "Draft final renort" of the FSIS Comnients and corrective action 
I 

In 2004, the DGAL created a new position, rij;rent technzqzre national 
\hereafier referred to as a national technical expert), with the role to 
wersee all establishmenis that are eligible to export products to the 
LJnited States. The national technical expert brings technical support to 
he French inspectors, supervisors and coordinators in an advisory role. 

During this FSlS audit, further clarifications were provided by the 
DGAL concerning the frequency at which thew second-tier audits are 
7erformed Thi\ can be sumnlarized as follows: 

1 Tecond-tier audit$ are performed prior to listing an 
e\tabli\hment as  certified for lJ S. export. 

2. Concaning establ~shments which are already cer-ified to U.S. 
export, second-tier audits are performed with a target frequency 
of at least once per year. 

3. Second-tier audits can be conducted at Ihe request of the DDSV 
overseeing a part~cular establishment on an "as needed" basis 

-. -- 

The following observations result from the revlew of this document 
~ n d  sho~dd be considered in association with oliher findings identified 
during the audit process : 

'l'he section concerning hygiene synonymously equates sanitation 
with SSOP. This differs from the FSIS regulations outlined in 9 CFR 
116, under which sanitation is divided into SPS and SSOP components. 

This document contains very few regulatory references to 9 CFR, 
~ n d  may need to be more specifically tailored to theses specific FSIS 
regulations rather than providing an overview of FSIS requirements. 

The position of national technical expert (RTN) on USDA 
matters was created in 2003. From the outset, the task ofthe 
national technical expert was to visit all establishments 
applying to export meat products to the USA. The training 
received in Omaha a l l o ~ ~ s  the expert to provide the necessary 
information to the inspection services. This role was 
strengthened by a new document stating that the national 
technical expert sha1.l perform an audit before the 
departmental veterinary services examine any application for 
certification. 
Regarding point 2, second-tier audits of establishments that 
are already USDA certified are systenlatically programmed 
whenever any significant changes take placc within the D I X V  
(e.g. a new inspector) or the IJSDA certified company. In all 
other cases, the DGAI, decides whether an audit is necessary. 
on the basis of written reports on the monitoring of'thc 
establishment provided by the Director of the Departmental 
Veterinary Services. 

In 2006, these second-tier audits will be perfbrnied on all 
companies put forward fhr the FSIS audit. 

- -- - - 

In France, the SPS &n corresponds to the prerequisites 
(training, staff hygiene and garments, water quality. pest 
control program, compliance of premises and equipment etc.). 
Professionals are aware that if they address a point from the 
SPS plan in the SSOP plan, they are obliged to keep records 
of all controls relating to this point. 
Indeed, there are few references to 9 CFR in the memo 
entitled "Application of MEGAREG", updated at the end of 
November 2005, but the inspectors were given other 
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Jara. 3 

-- 

Page 1 1  
point 7. 

-- - -- -- 

7- 
- .  -. 

A 4ignificant portion of the inspection peKhine~  encountered during 1 

1 the a ~ ~ d i t  rely almost exclusively on its content in order to perform their 
luties in enforcing FSlS requirements. Overall, there was little 
faniiliarity among inspection personnel with regulations contained 
wtside o f 9  CFR 4 16, 4 17, and those addressing microbial sampling. 

4s the majority of non compliances encounterc:d during the audit 
mvolved a newly listed establishment, the DGAL needs to continue to 
:nsure that knowledge of the FSlS inspection tequirements, including 
HACC'P, SSOP, end the other regulations found in 9 CFR is consistent 
hroughout of its inspection force. 

establishment was delisted for failure to meet U.S. requirementsp 
during the course of the audit. 

documents (slideshows on the SSOP and HACCP plan\ 
presented at training sessions in July and December 2004, list 
of non compliances identified by FSlS auditors in 2003 and 
2004 etc.). Moreover, in each of the 4 dkpurtenzcti~\ audited, 2 
to 3 veterinary inspectors had attended one of the two training 
sessions on FSIS inspection requirements. 
We will send a reminder on this point to our departments. 
The French translation of directive 5000. 1 has been on-line 
on the web site of the Office de 1'Elevage (National Agenc) 
for Meat and Dairy Products) for several months. I he 9 C l  l i  
416 (SSOP plan) has also been on-line since March 23rd 
2006, and the 9 CFR 41 7 (HACCP plan) since March 3 1 \t 
2006. 
?. I hree agents from the veterinary services of the I.ini\tkre 
dkpcwtement responsible for inspecting this establ~shmcnt 
received training on the FSIS inspection requirement\ in 
2004. 

CA: These lilndamental notions of'monitoring. ver~lication - 
and supervision will be stressed at the next training w\\ion\. 
and in a memo. accompanied by examples. which \b i l l  

supplement the "application of MEGAREG" memo. 

Furthermore, at least one agent from the DDSV Finistkre w ~ l l  
again attend a training session on the FSIS inspection 
requirements, to be organi~ed by the Oftice de I'Elevage in 
June 2006. The DDSV agents will be closely involved in the 
work done in the companies by the national technical expert. -- --- 

The establishment was delisted because the profecsional in 
question interrupted the audit. It is therefore impossible to 
judge what the conc~lusions of the audit would have been i f  it 
had been colnpletedl (NOID, delisting). 
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point 9. 

Page 12 
point 
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- -- - . -- -- - -. 

9. SANITATION CONTROLS 

As stated earlier, the FSIS auditor focused on five areas of risk to 
assess France's meat inspection system. The first of these risk areas 
that the auditor reviewed was Sanitation Controls. 

Based on the on-site audits of establishments, France's inspection 
system had inadequate controls in place for SSOP programs, facility 
and equipment sanitation, the prevention of actual or potential 
instances of product cross-contamination, good personal hygiene 
practices, and good product handling and storage practices. For 
csarnple: 

France's inspection sy,.;tem failed to identify serious deficiencies 
observed in establishment operations that resulted in product 
adulteration. 

Audit findings noted in this wction include inadcquate government 
over5ight and non-compliance with Council Di~rective 641433lEEC of 
.lunc 1063. 

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, 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 

This comment appears to be too general, given that the main 
leficiencies mentioned only concerned one establishment. 



-- 

bllowing deficiencies were noted: 

In one establishment, several deficiencies were identified concerning 
$SOP recordkeeping requirements: 

o The pre-operational sanitation records generated on the day of the 
iudit contained inadequate descriptions of deficiencies (e.g. "needs 
;leaning"). 

o Preventive measures were not routinely clocumented as part of the 
:stablishment's corrective actions taken in response to pre-operational 
anitation deficiencies. 

o I he e\tablishment's operattonal SSOP records focused on 
,peclfic ';PC elements (e.g. employee hygiene, cleanliness of work 
ytmentq) and, a5 designed, could not be utili~ed to properly document 
n\tances of actual product contamination, or contamination of 
xoduct-contact surfaces. 

m:The professional has adopted more appropriate 
:xpressions to describe corrective and preventive action taken. 
For the example given here, the expression will be "has been 
;leaned" plus the time and the monitor's signature. 

CA : The preventive measures taken when non-compliance is 
observed will be more explicit: reminder of the instructions, 
awareness raising among staff, or even revision of the 
operating mode. 

m:The professional has taken measures to render hi\ SSOP 
plan more compact and legible, in order to allo~v ea\ier and 
laster understanding by the FSlS auditor. It did neverthele\\ 
contain all the required information. 

The national technical expert provided the professional with 
further explanations, during a support visit in January 2006 
focusing in particular on the distinction between the SPS plan 
and the SSOP plan . As a result, the records system has bccn 
duly modified. 



-- -- 
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point 
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In one establishn~ent. a plant employee was observed placing his foo 
on a rack of duck carcasses, resulting in contaniination of product 
contact surfaces. 

In one establishment, various forms of contamination (feces, 
unidcnitified foreign material, and rail dust) wvre identified on several 
hog carcasses in the carcass cooler. 

9.2 Other Sanitation Req~~ire~nents  

I lie I'SIS regulations in 9 C1.K 4 16.2 to 4 16.5 ,et forth specific 
\anltat~on performance standard that establishmentc must meet to 
prevent the creation of in~sanitarj conditions thit could cause the 
adulteration of meat and poultry products. 

During the audit, the following deficiencies were identified regarding 
these sanitation performance standards (SPS): 

In one establishment, the plastic bins used for the conveyance of 
boxed edible product were not clearly distingu~shable from containers 
used for inedible producl. 

a: As soon as this non-compliance was observed, the 
ieterinary services agents demanded the immediate 
ipplication of corrective measures (carcasses liable to have 
x e n  contaminated were withdrawn from consumption) and 
x-eventive measures (the employec was made aware o f  his 
nistake). 

m: 
The carcasses concerned were treated in accordance nit11 the 
14ACCP plan and the overhead rail suspected of causing the 
:ontam inat ion was galvanized. 

- -- -- -. - 

m: From now on, the color red will be reserved excl~~sively 
for bins used for seized products, and bins o f a  different color 
will be used for edible products. 





-- - 

-- 

?IS' HACCP requirements, with the f o l l o w ~ g  deficiencies noted at 
he other two establishni~mts: 

In onc establishment. fecal contamination was identified on a hog 
:arcass in the cooler. Thlls production step was after the Agency's 
:stablished verification point for " ~ e r o  to1eranc.e'' (i.e., visible feces, 
ngesta, and milk). 

The ha7ard analysis in one establishment did not specifically address 
:ach of the production steps, and the portion addressing chemical 
i a ~ a r d swas not complete. 

In one establishment, the critical limit which appeared to be related 
o the control of  visible feces, ingesta, and milk (i.e. "zero tolerance") 
,vas not clearly defined, and was solely descrit~ed as "no dirty 
:arcasses". 

Specific on-going verification procedures and frequencies were not 
;learly described in one establishment's HACCP plan addressing 

: The contaminated carcass was tagged and contaminated 
parts were trimmed (in the absence of the Veterinary Scrvices 
and the auditor). All the other carcasses in the cooler (all 
claughtered that day) were closely examined and no other 
contamination was lound. 

The chemical hazard analysis did exit but was not broken 
down into each step. 
@ : Chemical hazards are now addressed step by \tep. 

1 he critical limit for the "evisceration fecal contamination" -

CCP is: "zero contanlination" 
m:Precise definitions with descriptions of' what con\titute\ 
visible feces, ingesta, and milh will be given (which are 
normally irrelevant because only market hogs are daughtercd 
in the establishn~ent concerned). The departmental veterinarq 
services will assess their relevance. Moreover, the 1-SIS 
directive on fecal contamination will be translated and pwted 
on the website of the Office de I'Elevage 

CA :- These points were clarified during the national technical 
expert's recent visit to the establishment concerned. 





- 
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In one establishment. ihe review of records indicated that all four 
mnponents of corrective actions associated with a deviation from the 
xitical limit were not always documented. 

A Inore specific description of these deficienci~es can be found in the 
attached individual establishment reports. 

1 1.3 Testing for Generic E. coli 

Three of the {'our establishments audited were required to meet the 
basic FSIS regulatory requirements for testing for generic E. coll, and 
were cvalilated according to the criteria employed in the United States' 
domestic inspection program, with the following result: 

In one establishment. .the upper control limit associated with the 
implementation of process control techniques regarding generic E. ccoli 
testing was not statistically supportable. The method used by the 
establishment to determine this limit consisted1 in taking the average 
value fiom a series of gcneric E. coli testing results (reported in 
CFUImI) and then arbitrarily multiplying this ,value by a factor of five. 
No further supporting documentation was provided by the 
establishment ~ to demonstrate the statistical validity -. of this calculation. - -- 

1 1.4 Testing of Ready-to-Eat Products 

One ofthe four establishments audited were producing ready-to-eat 
products (foic gms) for export to the U.S.. As this particular product is 
fully cooked in hermetically-sealed glass jars, and there is no post- 
lethality exposure to the environment, the reqiirement to test the 

The corrective acticlns were indeed addressed in accordance 
vith 9 CFR 4 17.3 (b), but the part concerning the products' 
lestination was addressed in a separate document. 

3A - : the 4 components of corrective actions are now rccorded 
n a single docun~ent. 



- - -- - -- - - - --- - - 

-- - - ---- - . -

inished product for ~lct&la rnonocytogene.s under FSlS Directive 
0.240.4 does not apply. 

{owever, this product is subject to non-risk-based testing for Listeria 
wnocytogenes and Salmonella, as mandated t)y FSIS Directive 
0.2 10.1 Amendment 6, with regards to which the following deficiency 
vas identified: 

The audit of this establishment revealed that testing fbr Salmonella CA : Since the audit in December 2005, the 3 tests required 
uid Lwlcrra nzonocytogcvzen was being not being performed. As the by US regulations have been performed, with satisfjctor~ 
articular product is not post-lethality exposedl, current FSlS results (absence of I m ) .  

:xpcctations for exporting countries prescribe a testing frequency of 
hrce timcs per year for these pathogens. 
1 1.5 EC Directive 641433 

n one of the four establishnlents, the provisions of EC Directive 
,41433 addressing slaughterlprocessing system controls were not 
:Sfkctively implemented. 

8 Review of the procedures revealed that anteinortern inspection was In the event of any non-compliance or doubt as to thc health 
-outinely performed by iz non-veterinary DGAL official, under lighting of an animal, this animal is isolated by the veterinary assistant 
)S insufficient intensity. until the veterinary inspector decides what shall be done \\ ith 

it. The participation of these veterinary assistants who assist 
the Official Veterinarian in his work is provided for by the 
Directive (CE) 6414.33. 
a: 

The number of h o g  per pen will be reduced in order to 
facilitate inspection. 

12. RESIDUE CONTROLS 

12.1 FSlS Requirements 



Page 
point 
13.5 

- -- -- - -. 

The fourth of the five risk areas chat the FSIS auditor rebiewed w f l - -  
Residue Controls. The following deficiency was identified: 

One laboratory was utilizing the "prirnitest" method for antibiotic 
screening instead of the traditional 4-plate method. At the time of the 
audit, no equivalence determination was in place to permit substitution 
of one method for the other. 
13.5 Inspection System Controls 

These controls include enforcement of inspection requirements for 
sanitation and HACCP ; ante-mortem and posl-mortem inspection 
procedures and dispositions ; restricted product and inspection 
samplcs ; shipment security, including shipment between 
establishments ; and prevention of commingling of product intended 
for export to the 1J.S. with product intended fo'r the domestic market. 
Not all FSIS requirements were enforced by the France's inspection 
system. For example: 

In one e\tablishment. several deficiencies wcre identified concerning 
CSOP recordkeeping requirements: 

o The pre-operational sanitation records generated on the day of the 
audit contained inadequate descriptions of def~ciencies (e.g. "needs 
cleaning"). 

o Preventive measures were not routinely documented as part of the 
establishment's corrective actions taken in reslponse to pre-operational 
sanitation deficiencies. 

o I he establishment's operational SSOP records focused on 
specific SPS elements (e.g. employee hygiene, cleanliness of work 
garments) and, as designed, could not be utilized to properly document 
instances of actual product contamination, or contamination of 
product-contact surfaces. 

When asked. as is the case for tests related to the monitoring 
~f USDA certified establishments, this laboratory does indee 
Jse the 4-plate method. 

See commmts reluting to point 9.1 Puge 12 



In one establishment. a plant employee was observed placing his foot 
on a rack of duck carcasses, resulting in contarnination of product 
contact surfaces. 

In one establishment, various forms of contalmination (feces, 
unidentified foreign material, and rail dust) were identified on several 
hog carcasses in the carcass cooler. 

In one establishment, the plastic bins used for the conveyance of 
holed edible product were not clearly distingu~shable from containers 
used for inedible prod~rci. 

In one establishment, the lighting in the carcass cooler was not of 
suflicient intensity to ensure that sanitary conditions were maintained 
and that product was not adulterated. 

In one establihnent, the protective coverings on several metal bins 
containing product in the cooler were blown olf'by the air which was 
circulating within. One of these ~lnprotected bins was situated under a 
cooling unit which presented evidence of dried condensation on the 
inferior s~lrface of the d r ~ ~ p  pan. 

In one establishment, fecal contamination was identified on a hog 
carcass in the cooler. This production step was after the Agency's 
established verification point for "zero tolerance" (i.e., visible feces, 
ingesta, and milk). 

'l'he hazard analysis in one establishment fid not specifically address 
each of the production steps, and the portion addressing chemical 
hazards was not completle. 

In one establishment. the critical limit which ameared to be related 

See commrnts relating to point 9.1 Page 12 

See comrnetllts relating to page 13 

See comments relutitzg to page 13 

See comments relating to page 14 



- -- -- 

p l h e c o n t r o l  of visible feces, ingesta, and a~ (i.e "zero tolerance") 
wa5 not clearly defined, and was solely described as "no dirty 
carcasses". 

Specific on-going verification procedures antd frequencies were not 
clearly described in one establishment's HACCP plan addressing 
slaughtcr. 

In one establishment, the prescribed monitoring frequency for a CCP, 
as indicated in the HACCP plan, was not always followed. 

In one establishment, the corrective actions described in the HACCP 
plan to be tahen in responses to a deviation from the critical limit were 
not supportable. 

In one establishment, the hazard analysis addressing the production 
of fidly-cooked, not-shelf-stable.fOie gras did not accurately identify 
a11 the possiblc hazards associated with the chilling of product after 
cooking (e.g. C'los/l-idizim pc1rfringen.s). 

In one establishment, the review of records indicated that all four 
components of correctivle actions associated wrth a deviation from the 
critical limit were not always documented. 

In one establishment, the upper control limit associated with the 
implementation of process control techniques regarding generic E. coli 
testing was not statistically supportable. The method used by the 
establishment to determine this limit consisted in taking the average 
value from a series of generic E. coli testing results (reported in 
CFU/mI) and then arbitrarily multiplying this value by a factor of five. 
No further supporting documentation was prol'ided by the 
establishment to demonstrate the statistical validity of this calculation. 

See comments relating to page 14 

See comments relating to page 14 



Ihe audit of this establishment revealed that testing for Salmonellu 
and Lislrriu monocylogme,s was no being performed. As the particular 
product is not post-lethality exposed, current FSlS expectations for 
exporting countries prescribe a testing frequency of three times per 
year of these pathogens. 

7 he obwvation of post-mortem inspection of ducks in one of the 
establishments revealed that the thoracic cavit~~es were not being 
routinely inspected by DGAL, personnel. 

Review of the antemoirtem inspection procedures at one 
establishment indicated that they were not consistent with U.S. 
practices. These procedures were routinely perfomled under lighting of 
insufficient intensity, and were described to the auditor as involving 
[he observation of animals from the external perimeter of the pens. On 
the day of the audit, the pens were filled to an extent which would not 
permit the sufficient movement of animals, thereby rendering the 
accomplishment of effective inspection difficdt. Current U.S. 
expectations are that animals undergoing anternortem inspection are 
also to be viewed in motion. 

See comments relating to page 15 

CA : The veterinary services inspection station has bcen 
~noved so that the inspection takes place after removal of liver 
3nd abdominal offal, which will allow f'or more thorough 
inspection of the heart and thoracic cavities. 

CA : The conditions for inspecting the animals have been 
~mproved to take account of the auditor's remarks. 
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