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The audit took place in Japan from Xugusr 26. 2004 through September 16.2004. 

An opening meeting mas held on August 26. 2004 in Tokqo. Japan mith the Central 
Competent Authorit! (CCA). At this meeting. the auditor confirmed the objectike and 
scope of the audit. the auditor's itinerary, and requested additional information needed to 
complete the audit of Japan's meat inspection system. 

The auditor was accompanied during the entire audit by representatives from the CCA. 
the Ministry of Health. Labour and Welfare (MHLW), and representatives from the 
regional and local inspection offices. 

2. OBJECTIVE OF THE AUDIT 

This audit was a routine annual audit. The objective of the audit was 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. 

In pursuit of the objective, the following sites were visited: the headquarters of the CCA. 
two regional inspection offices, four meat inspection centers, four beef slaughter and 
processing (deboning) establishments, one semi-national private laboratory performing 
residue analyses, one meat inspection center laboratory performing Escherichia coli (E. 
coli) and Salmonella species (Salmonella)analyses, and one in-plant laboratory 
performing generic E. coli analysis. 

/ 1 Comments 

Regional I * 1 I 

I 
Local Meat 4 Establishment level 
Inspection 
Center 

Laboratories 3 
Meat Slaughter/Processing Establishments 4 

3. PROTOCOL 

This on-site audit was conducted in four parts. One part involved visits uith CCA 
officials to discuss oversight programs and practices. including enforcement activities. 
The second part involved an audit of a selection of records in the country's inspection 
headquarters or regional offices. The third part involved on-site visits to four slaughter 
and processing establishments. The fourth part involved visits to one private semi- 
national laboratorj. one go\ ernment laboratorj and one establishment laboratory. 
SANKYO MEAT Ltd.. Ariake Meat Plant I1 in-plant laboratorj mas conducting analyses 
of field samples for the presence of generic Escherichia coli (E coli). Sueyoshi Meat 
Inspection Center Laborator: n as conducting analj ses of field samples for E coli 



01 57:H7 and Sdmonellu species. Japan Food Rssearch Laboratories Tama-Laborator) 
oram. mas conducting analyses of field samples for Japan's national residue control pro, 

Program effectibeness determinations of Japan's inspection sq stem focused on fi\e areas 
of risk: (1 ) sanitation controls. including the implementation and operation of Sanitation 
Standard Operating Procedures. (2) animal disease controls. (3) slaughter'processing 
controls. including the implementation and operation of HACCP programs and a testing 
program for generic E. coli, (3) residue controls. and (5) enforcement controls. including 
a testing program for Salmonella. Japan's inspection system mas assessed by ekaluating 
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 Japan and determined if establishment and 
inspection system controls were in place to ensure the production of meat products that 
are safe. unadulterated and properly labeled. 

At the opening meeting. the auditor explained that Japan's meat inspection system m-ould 
be audited against two standards: (1) FSIS regulatory requirements and (2) any 
equivalence determinations made for Japan. FSIS requirements include. among other 
things, daily inspection in all certified establishments. monthly supervisory visits to 
certified establishments. humane handling and slaughter of animals, ante-mortem 
inspection of animals and post-mortem inspection of carcasses and parts, the handling 
and disposal of inedible and condemned materials, sanitation of facilities and equipment. 
residue testing, species verification, and requirements for HACCP, SSOP, and testing for 
generic E. coli and Sdmonella. 

Equivalence determinations are those that have been made by FSIS for Japan under 
provis~ons oi  the San~tan//Pil\.tosanitary kgreemen~. Currently. the only equivalel~ce 
determination is that Japan has agreed that in those cases where Salmonella samples 
cannot be analyzed on the same day as they are received. the samples mill be stored at 
4" C. 

4. LEGAL BASIS FOR THE AUDIT 

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

The Federal Meat Inspection Act (2 1 U.S.C. 601 et seq.). 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to end), kvhich include the 
Pathogen ReductionIHACCP regulations. 

5. SUhlMARY OF PREVIOUS AUDIT 

Final audit reports are at ailable on FSIS' uebsite at the follotting address: 
http:ll\tm\t .fsis.usda.go\. 'Regulations - & - PoliciesIForeign-Audit - Reports, indexasp 



The prehious t\\o audits for Japan occurred from Februarq 8 through Februarj 16. 2000. 
and from August 20.200 1 through Szptember 1. 200 1 .  The follou ing findings. grouped 
bq categorq. mere noted in the 2001 audit: 

Got ernment Oversight - Assignment of Inspectors: 

In one establishment. the government inspectors were observed to "chop" head 
and visceral 1)mph nodes rather than incising them carefully and observing the 
cut surfaces. 

This deficiencq was corrected bq the 2004 FSIS audit 

Government Oversight - Enforcement of L. S. Regulations: 

In tm-o of three establishments audited. condemned product was not properly 
identified. 
In all three establishments audited. condemned product was not properly 
denatured. 
In two establishments. the light in the ante-mortem inspection area mas 
inadequate. In one establishment. the light in the deboning room inspection area 
was inadequate. 
In all three establishments, suspect animals lvere not physically separated from 
non-suspect animals. 

These specific deficiencies were corrected by the 2004 FSIS audit. 

Animal Disease: 

e In or?e establishment, nc marks cf insp=.cticn u w e  , ,,_, ;-:bli z b n  ,,, seq, mil  carcasses in 
the carcass cooler. 

This deficiency was corrected by the 2004 FSIS audit. 

Sanitation Standard Operating Procedures (SSOP): 

In two establishments, there uas  incomplete definition of preventive measures as 
a part of corrective actions. 
In one establishment. there were no prekentive measures in the SSOP plan. 
In one establishment. the employee performing bleeding failed to sanitize his 
knife after cutting through the skin. 
In one establishment. the employee removing kiscera cut through the intestine and 
continued to uork \\ ithout sanitizing his knife. 
In one establishment. uater was observed dripping from the ceiling in the offal 
wash area. 
In one establishment. the emploq ee responsible for head %ashing did not mash the 
nostrils. 
In one establishment. one carcass in the cooler u a s  contaminated bq hair. 



During pre-operational sanitation kerification inspection in one establishment. 
paint was obsen ed on the conkeq or belt. 
During pre-operational sanitation \. erification inspection in one establishment. 
dripping condensation was obser~ed oker production areas in the offal room. 
In one establishment. inadequate cleaning of a rolling combo bin mas obserked 

All deficiencies except those concerning missing or incomplete definition of prebentive 
measures had been corrected by the 2004 FSIS audit. 

Sanitation Performance Standards (SPS): 

In one establishment during pre-operational sanitation inspection 1 erification. 
flaking paint u a s  observed over a product traffic area in the tongue washing area. 
In one establishment, flaking paint was observed over cartons in the box room. 
In one establishment, during pre-operational sanitation verification inspection. 
non-dripping condensation on the ceiling was obsened in the deboning room. 
In one establishment, during pre-operational sanitation verification inspection, 
non-dripping condensation was observed in the pre-chill and offal rooms. 
In one establishment, several holes were observed under doors in the product 
shipping area. 
In one establishment, rust4 supports in the packaging and pre-trim rooms. and 
rusty wheels on a conveyor belt were observed. 
In two establishments. spider uebs were observed on the slaughter floors. 
In two establishments. flies were observed in the slaughterhouse during pre- 
operational sanitation verification inspection. 
In one establishment. rodent poison was used in the carton storage room. 
There were no bait stations outside of one establishment. Pest control reports 
imli,,,c; r? i i i a ~ ~ r j  dfrocie~~t  accil i l j  insid:: lilis establisllrr~en~. 
Lighting u a s  inadequate in the ante-mortem inspection area of two establishments 
and in the deboning room inspection area of one establishment. 
Dirt and dust were observed on cartons and boxes in the box room of one 
establishment. 
In one establishment, much discarded material was observed in the mechanical 
room providing potential pest harborage. 

These specific deficiencies were corrected by the 2004 FSIS audit. 

Hazard Analysis and Critical Control Points (HACCP) Implementation: 

Pre-shipment document reviews mere not being performed at the time of the audit 
in any of the three establishments since Japan was not eligible to export to the US 
at the time of the audit. Houever. the structure for this requirement was in place 
lvhen it became necessary again. 



Pathogen Reduction - Generic Escherichiu coli (E. coli) testing: 

In all three establishments. the sponge method nas  used for collecting samples 
and the excision method criteria mere used for anal! sis. Statistical process 
control nas  not being used for the el aluation of results. 

In one establishment this deficiencq had been corrected by the 2004 FSIS audit. 

In all three establishments. baseline studies for generic E, coli had not been 
conducted. 

This deficiency had been corrected by the 2004 FSIS audit. 

6. MAIN FINDINGS 

6.1 Government Oversight 

The CCA is the Ministry of Health, Labour and Welfare. specifically the Inspection and 
Safety Dik ision, Department of Food Safety. This level writes the national residue plan. 
contracts with pri\ate semi-national laboratories for residue analysis, and is responsible 
for the translation and distribution of U.S. documents impacting on export. The next 
lekel consists of the seven regional offices, two of which contain establishments certified 
to export beef to the United States. The Food Sanitation Division of these regional 
offices performs the monthly reviews of the establishments. The region concept was 
initiated in 2001. prior to that time the full responsibilities fell to the MHLW. The next 
level consists of the 47 prefectural governments and municipal governments. This is the 
level at which the payment for inspectors is generated. This level contains health 
authorities. a total of 127 all together. Under the supervision of these health authorities 
are the Mear Inspection Centers uhich assim ~'eterinar~ans to i ~ q ~ e c t i o n  positions at the 
local slaughterhouses and processing facilities under their jurisdiction. 

6.1.1 CCA Control Systems 

The Director General of the Inspection and Safety Division of MHLW has the authority 
to withdraw U.S. establishment approval or suspend production. The Director General 
develops and updates the list of approved establishments for U.S. export. MHLW 
personnel perform on-site visits to certify the establishments. 

6.1.2 Ultimate Control and Supervision 

Recall is mandatory in Japan. There are also control programs such as the standard for 
disease deinfection which includes rendering for all inedible follou-ed by incineration. 
All S m l s  are incinerated according to a m-ritten standard. 

6.1.3 Assignment of Competent. Qualified Inspectors 

The Director of the Inspection & Safet) Dik ision of the Food Safetj Department of 
MHLW designates all the veterinarians for inspection. The regional bureaus hire on14 for 



the bureaus. The requirements are a L eterinarq license. no criminal record. and passing 
the L eterinarq examination for go\ ernment s en  ice. The training then occurs at the XIIC 
l e ~ e lnith on-the-job training and some formal training. This training takes 
approximatelq six months. b7hen nen skills are needed. the training can take a number 
of avenues including formal u n i ~  ersity training. notices to the field employees. 
conferences at ~a r ious  le~e ls .  and conferences at Headquarters bringing in at least one 
person from each MIC. Promotion in the field is accomplished bq a series of 
euaminations. Promotion in the bureaus is on merit but some positions are restricted by 
required non-veterinarq background. such as engineering or legal. 

6.1.4 Authorit) and Responsibilitq to Enforce the Lams 

The authoritq and responsibility to enforce the laws is spelled out in the Abattoir Law. 
Lam No. 114. August 1. 1953. as of February 27. 2004. This law delineates 
responsibilities for each of the levels. In addition to this. a document. a supplement to the 
law. entitled "Requirements for Certification of Abattoirs. Etc.. Handling Meat for 
Exportation to the United States" is used for those establishments wishing to export. 

6.1.5 Adequate Administrati~~e and Technical Support 

The w-ritten criteria for the evaluation of programs are developed at the CCA level. 
However. the other levels mentioned above carry out the monthly and everyday 
evaluation and support of programs. The review of decisions and supporting 
documentation by industry is done at both the establishment and regional levels. Each 
level has w~it tenjob descriptions for each position. The headquarters has the 
responsibility for the transposition and distribution of all relevant legislation1 regulations 
to all other levels. 

, 6.2 i-leadquarters Audit 

The auditor conducted a review of inspection system documents at MHLW Headquarters 
in Tokyo. 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 United 
States 
New lams 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 ui th  conditions such as tuberculosis. 
c j  sticercosis. etc.. and of inedible and condemned materials. 
Export product inspection and control including export certificates. 
Enforcement records. including examples of criminal prosecution. consumer 
complaints. recalls. seizure and control of noncompliant product. and 
uithholding. suspending. mithdra-ing inspection sen ices from or delisting an 
establishment that is certified to export product to the United States. 



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

6.3.1Audit of Regional and Local Inspection Sites 

T u o  regional bureaus uere audited. the Kanto-Shinetsu Regional Bureau of Health and 
LTelfare in Saitama ui th  responsibilit? for the month13 retieus of Establishment G-1 and 
the Klushu Regional Bureau of Health and Welfare in Fukuoka uith responsibility for 
the monthly ret ieus of Establishments K-1 . K-2, and M-1 . In both regional bureaus. a 
courtesy \isit mas made to the Director General and the Director of the Bureau. Present 
at the interviews uere the respective Chiefs of the Food Sanitation Dibision, the Senior 
Food Sanitation Specialists or Inspectors and the Food Sanitation Specialists or 
Inspectors. These regional bureaus uere audited because of their responsibilities 
connected with the month13 revieus of the U.S. exporting establishments. Four Meat 
Inspection Centers were audited. each one hat ing the responsibilit) of the assignment of 
inspectors to the four establishments and also each one containing a laborator) for 
analysis of samples collected in the respective establishments. These four MIC were 
located in Gunma. Takasaki, Sueyoshi. and Shibushi. In each MIC the intervieus 
included the beterinarians present including the Director. those assigned to the 
establishments and those from the laboratories. Representatives of the Prefectural 
Governments of Gunma (Est. G-1). Miyazaki (Est. M-1). and Kagoshima (Ests. K-1 and 
K-2) also were present for the interviews and in-plant and laboratory visits 

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited a total of four slaughter/processing establishments. Kone of the 
four establishments were delisted by Japan. Two establishments received a Notice of 
Intent to Delist (NOID) the establishment from Japan for repeat findings from the 200 1 
audit. These findings were in the areas of the lack of statistical process control chart 
evaiuation oi generlc L. roli resuits and the lack of preventive measures within the 
corrective actions of the SSOP plans. 

These establishments may retain their certification for export to the United States 
provided that they correct all deficiencies noted during the audit within 30 days of the 
date the establishment was reviewed. 

Specific deficiencies are noted in the attached individual establishment review forms. 

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

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

Residue laboratory audits focus on sample handling. sampling frequency. timelq analy sis 
data reporting. anal>-tical methodologies. tissue matrices. equipment operation and 
printouts. detection letels. recovery frequency. percent reco\ eries. intra-laboratory check 
samples. and quality assurance programs. including standards books and correctit e 
actions. 



hlicrobiologq laboratorq audits focus on analq st qualifications. sample receipt. timel) 
analq sis. analq-tical methodologies. a n a l ~ ~ i c a l  controls. recording and reporting of results. 
and check samples. Ifprikate laboratories are used to test Cnited States samples. the 
auditor e\ aluates compliance M ith the criteria established for the use of pri\ ate 
laboratories under the FSIS Pathogen Reduction HACCP requirements. 

The following laboratories were reviewed: 

The laboratories audited are as follofis: the in-plant pribate laborator) at Establishment 
K-2. Sank) o Meat Ltd.. Ariake Meat Plant 11; the go\ ernment laboratorq in the Sue) oshi 
Meat Inspection Center: and the semi-public Tama Laboratory of the Japan Food 
Research Laboratories. 

No deficiencies u-ere noted. 

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

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

In addition. and except as noted below. Japan's inspection system had controls in place 
?or water potabiiit% records, chlorination procedures. bacE-siphonape p r o  ention. 
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 uere met, according to the criteria employed in the United States domestic 
inspection program. The SSOP in one of the four establishments m-as found to meet the 
basic FSIS regulatory requirements, with no deficiencies. In the other three 
establishments. the following deficiencies tvere noted: 

In one establishment. there were several small pipes that ran directly across the far 
end of the m o ~ i n g  viscera table. There u a s  liquid dripping from these pipes unto 
the end of the table. At the end of this table were the chutes for edible offal to 
enter that room. 
In two establishments. there uere no provisions for prek entive measures in the 
c0rrectix.e actions in the SSOP. This is a repeat finding from the last FSIS audit. 
In one establishment. the SSOP did not pro\ ide for the recording of the 
disposition of product as a part of correctike actions. The SSOP also did not 



proa ide for the recording of pre1 enti1 e measures. Home\ e:. prea enti\ e measures 
mere present on man) monitoring records for deficiencies and correctik e action 
records. 

9.2 Sanitation Performance Standards 

In three of the four establishments audited. the follo~ving deficiencies in sanitation 
performance standards were noted: 

In one establishment. on the hall  in the offal room that Lvas farthest from the 
entrance from the slaughter floor. a gap had been filled by caulking that mas 
shredding and u a s  not able to be cleaned and sanitized. This has  verq recentlj 
filled due to a requirement by inspection. 
In one establishment, there \\as peeling paint on the ualls of the box storage 
room. In the same establishment. the wall under the windows in the "green tripe" 
area of the offal room had flaking paint. 
In one establishment, there was inadequate light at the re-inspection table in the 
boning room and at the final rail inspection area in slaughter. The inspection 
service was using a light meter that measured in LUX and at some places this 
measured as sufficient. but the readings did not match the foot-candles measured 
by the auditor. Also, from a purely visual observation from the auditor, the light 
did not appear to be adequate. 
In one establishment. during pre-operational sanitation verification inspection in 
the boning room, it was noted that sekeral of the stainless steel bins used for 
edible product had rough welds which could allow for the formation of biofilms. 
The establishment will protect product put into these bins by an intermediary 
measure until all have been corrected or replaced. The inspection service will 
verify these actions. 
In another establishmer??, during pre-qxr~?itlcrrzl ssnitztion verification inspection 
in the boning room and in slaughter, it was noted that several of the stainless steel 
edible product bins and product contact tables as well as several product contact 
areas along the slaughter line had rough welds hhich could allow for the 
formation of biofilms. 

10. ANIMAL DISEASE CONTROLS 

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

There had been no outbreaks of animal diseases with public health significance since the 
last FSIS audit. Ho~vever. Japan is currently not eligible to export beef to the United 
States because of the presence of BSE. 



1 1 .  SL.AUGHTER PROCESSISG CONTROLS 

The third of the fihe risk areas that the FSIS auditor re~iswed mas SlaughterlProcessing 
Controls. The controls include the following areas: ante-mortem inspection procedures: 
ante-mortem disposition: 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 generic E, coli testing program in slaughter establishments. 

1 1.1  Humane Handling and Slaughter 

There were no deficiencies noted in humane handling and slaughter in any of the four 
establishments audited. 

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 u-ere reviewed during the on-site audits of the four 
establishments. Tw-o establishments had not adequately implemented the HACCP 
requirements. 

1 he specliic iindirgs for thore establishments are as iolloms: 

In one establishment, BSE was not considered in the HACCP analysis as a hazard 
likely to occur. Hob\-ever, all of the measures required by Japanese law 
concerning BSE testing and the removal and destruction of SRMs were in place 
and the procedures were being followed as required. 
In one establishment, the monitoring of the CCP for Zero Tolerance kvas not 
clearly understood by the establishment or the inspection personnel. These 
actions were not identified as a CCP. Instead of true monitoring, the 
establishment (the employee on the last trim stand) mas examining each carcass 
for hair, fecal. ingesta. and other foreign material. Therefore, the records did not 
reflect monitoring for the CCP as required by FSIS for HACCP slaughter. 
Inspection mas on14 conducting a final carcass inspection. 
In one establishment. the descriptions of verification in the HACCP plan did not 
include all three required procedures. These procedures are (a) the calibration of 
process-monitoring instruments: (b) direct observations of monitoring activities 
and corrective actions; and (c) the review of records generated and maintained in 
accordance with 9 CFR 41 7.5(a)(3). 
In one establishment. the HACCP plan did not include direct observation of the 
monitor as a step in kerification. The plan also did not include calibration of 



measuring instruments. Hone\ er. \ erj complete plans and rscords for calibration 
of measuring instruments uere prot ided. just not included as a part of the 
H.ACCP s? stem. 

11.3 Testing for Generic E. coli 

Japan has adopted the FSIS regulator)- requirements for generic E, coli. 

All of the four establishments audited were required to meet the basic FSIS regulator? 
requirements for generic E. coli testing and uere el aluated according to the criteria 
emploj ed in the United States' domestic inspection program. 

Testing for generic E. coli was properly conducted in tmo of the four slaughter 
establishments. T\z-o of the four establishments were using excision sampling and the 
appropriate evaluation of their analjses. In the other two establishments. the sponging 
method of sampling was employed: however, the required statistical process control chart 
ekaluations of the results of the analjses were not performed. 

1 1.4 Testing for Listeria monocytogenes (Lm) 

Kone of the four establishments audited were producing ready-to-eat products for export 
to the United States. Therefore, reassessment and testing for Lm is not required. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditor reviewed was Residue Controls. 
These controls include sample handling and frequency, timely analysis, data reporting. 
tissue matrices for analysis, equipment operation and printouts, minimum detection 
levels, recovery irequency. percer~t reccn7eries, and conective actions. 

The laboratory audited was the Tama Laboratory. part of the Japan Food Research 
Laboratories. These laboratories are registered ui th  and overseen by the Japanese 
government. but there is not an actual contract awarded and they consider the laboratory 
as a semi-public institution. The laboratory is authorized under the law to perform the 
testing and the oversight is from the Health Minister. The Regional Office regularly 
visits the laboratory for an audit. 

No deficiencies uere noted. Howek er, it u as noted that the payment for sample analj sis 
was paid directlj from the establishments to the laboratory. The collection and shipping 
of the samples was accomplished by the inspection service. The reporting chain does not 
go directly to the establishments, but goes through the inspection service to the MHLW 
headquarters and to the Meat Inspection Centers. MHLW transmits an j  neu FSIS 
information to the laboratorq. There are no international sample proficiencj tests for any 
substance that mould ha\ e a meat substrate as the importation of these samples into Japan 
is forbidden bq animal quarantine. 

Japan's National Residue Testing Plan for 2004 \\as being folloued and was on schedule. 



13. ESFORCEhIENT CONTROLS 

The fifth of the five risk areas that the FSIS auditor reciened nas  Enforcement Controls. 
These controls include the enforcement of inspection requirements and the testing 
program for S~rlmonella. 

13.1 Dailq- Inspection in Establishments 

Inspection was being conducted daily in all slaughter/processing establishments. 
However. as can be noted from the findings listed above and the establishment reports 
attached to this report. inspection personnel mere not adequately enforcing U.S. 
inspection requirements. 

13.2 Testing for Salmonella 

Japan has adopted the FSIS requirements for testing for Salmonella with the exception of 
the following equivalent measure(s). 

Japan has agreed that in those cases where Salmonella samples cannot be analyzed on the 
same day as they are received, the samples will be stored at freezing temperatures. 

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

Testing for Salmonella was properly conducted in all four of the establishments audited. 

13.3 Species Verification 

Species verification was being conducted in those establishments in bvhich it was required 
in 2.003. The testing is scheduled but has not yet been conducted for 2004. 

13.4 Monthly Reviews 

During this audit it was found that in all establishments visited, monthly supervisory 
reviews of certified establishments were being performed and documented as would be 
required if the establishments were actively exporting. 

13S Inspection System Controls 

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

In addition. controls cvere in place for the importation of only eligible l i ~  estock from 
other countries. i.e.. onl) from eligible third countries and certified establishments \L ithin 



those countries. and the importation of only eligible meat products from other counties 
for further processing. 

Las t l~ .  adequate controls mere found to be in place for securit? items. shipment securitj . 
and products entering the establishments from outside sources. 

A closing meeting was held on September 16, 2004 in Tokyo. Japan with the CCL4. At 
this meeting. the primary findings and conclusions from the audit were presented by the 
auditor. 

The CCA understood and accepted the findings. 

I I i I /  
< i FRori K. Craver, DVM / /  . ' 

International Audit Staff Officer 



Individual Foreign Establishment .Audit Forms 
I n d i ~idual Foreign Laboratory Reports 
Foreign Country Response to Draft Final Audit Report 
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ITEM NO. 

iver 

Suli Suiionamides 
Japan cses liver and milscle 

Chlo Chloramphenicol 
Japan uses kidney and muscle 

Thia Thiarnohenicol 

As Arsenic 

HG Mercury 

, . 
i' Li 

Cd Cadmium 

CHC Chlorinated llydrocarbons 

HC3 Hydrochloiinated aiphenyls 

Car Carbarriates 

04 Organo?hosphaies 
Japan uses liver and muscle 

Orc Organochlorides 

P Y ~  Pyiethroiaes 

Thio Thiocarbarnstes 

SP Species tesi 

ALL iniermtional check samples invoiving tissue are not allowed to be imported into Japan 
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- - 
Place a n  X rn t h e  A u d i t  Results block to  ~ n d ~ c a r enoncompl iance w ~ t hrequrrements U s e  0 ~f not  app l~cab le  
Part A - San~tabonStandard Operatmg Procedures (SSOP) , A & +  Part D - Cont~nued 1 ~d 

Basc Requrements , R ~ S ~ Econorn~cSarnpllng KDFLIIS 

7 h r i t t e n  SSOP 33 Schedules Sanpie 

8 Records docurnentng i-nplemeltattol 34 Speces Testing 
-

9 Signed and dated SSOP by m-s  te or ovemll authority 35 Residue 

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

10 Implementation of SSOP's, includng monitoring of implementation ( X 1 35. Export 

11. Maintenance and evaluation of the effechveness of SSOP's. 37, lmpon
1 

12. Corwctive action when the SSOPs have faied to prevent direct i X 38. Establishment Grounds and Pest Control 
I 

pnduct contaminatiffl or adukeration. 

l 
13. Daily records document item 10, 11 and 12 above. 19. Establ~shmentConstructionlMa~ntenance 

i
IPart B - Hazard Analysis and Critical Control 40. Light 

Point (%A.llCp) S y . s t n ~ ' :- aaric Rm?r i rmenty  -- 41. Ventilation ... - . . - > -

CL,;i;;zd imp!cm+r,:L; c w:i:!- F , A , Z Z D  - -. - ---.- --. -. -. . - .-- - , -- .-. 

15. Contents of the HACCP listthe f m d  safety hazards. 42. Plumbing and Sewage 
a i t i cd  control pcints, critical limits, p-ocedues, mrrecb've adions. 

16. Records documenting impbmentation and monitoring of the 43. Water Supply 

HACCP pian. 
44. Dressing RmmsILabatories 

;7. The HkCCPplan  is sgned and dated by the responsible 
establishment indivdual 45 Equipment and Utenslls 

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

18 Monibnng of kL4CCP plan I 
47 Emolovee Hvaiene , , , -

19 Verificahon ana vaidation of HACCP plan. ! 
48. Condemned Product Control 

20 Corrective ac t~on written In HACCP plan I 

21 Reassessed adeouacy of the HACCP plan Part F - l nspec t l~n  Requirements 

22. Recorm documenting: ~e written HACCP plan, monitorirq of the 49. Government Staffing 
critical control p i n t s .  dates a d  t h e s  d spesific event occurrexes. 

Part C - Economic IWholesomeness 50. Daily Inspectim Coverage I 
23. Labeling - Product Standards I 

I 51 Enforcement I * 24 Labd~ng- N e t  Weights I 
52 humane Handling 

25 General Labeling 

26 Ftn Prod StandaidsIBoneless (DefectsiAQUPak Sktns/Mois'ure) 53 Animal laentification 

Part D -Sampling 
Generic E. coi i  Testing 54 Ante M o r t m  1"scectlon 

( 127 Written Procedures 55. Post M o r t m  n s ~ c t i o n  1 
I 

28 Sample Cotkct i~n/AnaI)s is x 
Part G - Other Regulatory Oversrght Requrrements 

25 Fiecords 

Salmonella Performance Standards - Basic Requ~rements 
56 E u r o p a ?  Cornm~r,ryDrec t r~es  C 

~ e r c ' t c n s  57 M n t h l y  P e i ~ e w  3C C o r ~ c t  

21 R a s s e s s n e q - 55 ,, 
32 h r t t e r  P S S J - a x e  5$ 

=SlS- 5032-53 4 4  23C2j 



Ejt .  G-1 Jarzn S 2 1 01 

Yote: Establishment G-1 is acrualiy r;l-o companies operating under one roof. The siaughts: estzblishr;~lent is rhe firs1 ccmpan\; 
listed in the :ompan? name and the bsning eitahlishment is The second. The!. har-e s e p r a r e  mznagen~enr and separate SSOP 
and K 4 C C P  plans. 

10. There are s s e r a l  small pipes hat run directl!. across the far end ofthe rno\,jng viscera table. There ivas ljquid ( ~ ~ a t e r ? )  
adripping from these pipes unto the end of the table. -4t the end of this table are the chutes for edible off-l to enter that room 

9 CFR416.13 

11'51. There ivere no pro~is ions  for preventive meaiures in ihe correctii,c actions in the SSOP. This is a repeat finding from 
the last FSIS audit. 9 CFR 416.15(b), 416.17 

28/51, Generic Escherichia coli sampling is accomplished using the sponge method. There was no analysis using statistical 
process control. This is a repeat finding from the Iast FSIS audit. 9 CFR 3 10.25, 31 7.8 

58,  This establishment was issued an N O D  because of the repeat findings. 
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Place a n  X in t h e  Audi t  Resu l ts  b lock  t o  indicate noncompl iance with requ i rements .  U s e  0 if n o t  appl icable. 

Part A -Sanitation Standard Operating Procedures (SSOP) AX,: Part D - Continued 1 A A I ~ 
I
Basic Requirements RESES Economic Sampling R S ~ ~ S  

7 Written SSOD I 33 Scheauled Sample 
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e. Records documenmg ~mplemen:ation. 1 34. Speces Tes t~ng 1 

9. Signed and dde3 SSO?, by m-site or oveiall authoxy 1 1 35 Residue 

-

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

10 Implementationof SSOP's, lncludng monitoring of implementation 1 1 36 Export 

11. Maintenance and evaluation of the effectiveness of SSOP's. 
I I 37, lmport i 

12 Corrective action when the SSOPs have faied to prevent direct I X 3 8  Establ~shment Gromds and P s t  Control 1

omduct contaminatim or adulteration. 

I

13 Daly records documeit  item 10 11 and 12above 19 Establishment Construct~onIMa~ntenance 1 X 
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Part B - Hazard Analysis and Critical Contr I 


Point (HACCP) Systems - Basic Requirements 
- -- - - -- 4: Ventilauuib 

a wntfm UACCP oian -. ----------- -14 Developed m d  ~mplemei~ t?d  

15 Contents of the HACCP list the f m d  safety hazards, 42 Plumb~ngan0 Sewage 
criticd c o n h  pants critical limits pocedwes mrrecuve actions I 


16 Records docurnent~ng ~mpkrnenta t~on and monitoring of the 43 Water Supply 

PACCP plan 
44 Diessmg Rmmsi iavatones 

17 The HACCP plan is sgned and dated by therespons~ble 
establishment mdivdual 1 45 EQul~ment  

I 
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and Utensils 

Hazard Analysis and Crrtical Control Point 
(HACCP) Systems - Ongomg Requirements 46 Sanitary 0pe7ations 
 I 

18 Monibnng of HACCP plan X 47 Emp1oyeeH)glene 
I 

19 Veiifica6on and vaidation of HACCP plan ' 
48 Condemned Product Control 

I 

20 Correct~veaction written in HACCP plan 

I I 

21 Reassessed adequacy of the H K C P  plan Part F - Inspection Requirements 

22 Records documenting: the written HACCP plan, monitorirg of the 49. Government Staffing I 1 I 

critical conbol mints, ddes  and trnes d specific event occurrences. 

Part C - Economic /Wholesomeness 50 Daily lnspect~cr Coverage 

23 Labehg - Product Standards I 51 Enforcement X 

24 Labd~ng- N d  We~ghts  &52 1Humane Handling 
25 General Label~ng 

26 Fin Prod StandadsIBonelezs (DefectsIAQUPcrk SlcinsiMoisture) 53 Animal lden t~ i~ca t~on 
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Part D - Sarnpl~ng 
Generic E. col i  Testing 54 Ante Mortem l n s p c t ~ o n  


I 
I


27 Written Procedures 55 Post M o r t m  Inspx t lon  

28 Samole Colbction Analys~s I X 

Part G - Other Regulatory Oversight Requirements

29 Records 

D i e ~ t i ~ e s  0
Salmonella Perfomlance Sta 

55 Eu-opa-  C o ~ n ~ n i t ,  

22 \': i t ten Assurance 1 
ii 




EST 21-1 Japan 9 3 03 

12 51. Therz n.sre no provisions for prs\-e3tix.e measurss in the ~orrc:ti\e ac~isns  in the SSOP. This is a repea; f i n d i ~ g  frc?rn 
:he last FSIS audi t .  9 CFR 116.15(bj22 316.17 

15 5 1 901 me Spongiform Encephalopath) (BSE)a a s  not considered m rhe HACCP anal\sis ah a hazard Ilhel> to occur 
H o m e ~ e r ,  all of he measures iequlred b> Japanese lax concerning BSE tesnng and the r e m o ~ z l  and destruction of SRMs u e r e  
In place and the procedures were bemg followed as requ~red 9 CFR 41 7 '(a) &: 31 7 8 

18151. Monitoring of the CCP for Zero Tolerance was not clearly understood by the establishment or the inspection p m o m e l .  
These actions were not identified as a CCP. Lnstead of true monitoring, the establishment (the employee on the last trim stand) 
Lvas examining each carcass for hair. fecal, ingesta? and other foreign material. Therefore, the records did not reflect monitoring 
for the CCP as required by FSIS for HACCP slaughter. Inspection tvas o n l ~ .conducting their own final carcass inspection. 9 
CFR 417.5(a)(3) &r 417.8 

19,:s 1. The descriptions of verification in the HACCP plan did not include all three required procedures. These procedures are 
(a) the calibration of process-monitoring instruments; (b) direct observations of monitoring activities and corrective actions; and 
(c) the review of  records generated and maintained in accordance with 9 CFR ? I  7.5(a)(3). 9 CFR 417.4(a)(2) 8:417.8 

2S!5 1. Generic Eschericl?ia coli sampling is accomplished using the sponge method. There was no analysis using statistical 
process control. This is a repeat finding from the last FSIS audit. 9 CFR 310.25 Rr 417.8 

58. This establishment was issued an NOID. 
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Fore ign  E s t a b l i s h m e n t  Audi t  C h e c k l i s t  

Place an X in the Audi t  Resu l ts  b lock  t o  indicate noncompliance with requirements.  Use  0 if no t  applicable. 
Part A -Sanitation Standard Operating Procedures (SSOP) A&.: Part D - Continued A ~ I :  

Bask Requirements Resu'ts Economic Sampling Resil!ts 
pp-.p 

7. Written SSO? I 33 Scheclulea Sample 
------- . -

8. i ieccrcs documentng impiementation 34. Speces Testing 
I 

i 

9. Signed and d d e d  SSOP, by w,-site or overall a j t h o r ~ t y  -. Y e ~ i d l l e15 ...--
Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements 

Ongoing Requirements 
10. Implementation of SSOP's, includhg monitoring of implementation. ) ( 36. Export 

11. Maintenance and evaluation of the effecfiveness of SSOP's. 1 
I ---

12 Corrective act ior  when the ~ S O D S  have faied to prevent direct I 
38 Establ~shment Grolnds and Pest Control 

product contarniiatlcn or adulterat~on I-- I 
13. D2Iy records document item 10. 11 and 12 above. 1 39. Establishment ConstructicnIMaintenance !

I 
40 Light 

- I 

Point (HACCP) Systeq,  Basic Requirements I - - - -- -- -.-.-- 41 Ventilation I 
14 D e v o l o ~ e dand implemer:x a b r r ,+ tw,Apr:r.g 03" - ,  - - -.--

-
15 Contents of the HACCP list the f m d  safety hazards 42 Plumbing and Sewage 

c r ~ t ~ c acontrol pants critics lhmits pocedlres osrrecbve actions 11 ( 43 Water Supply I16 Records documenting ~mpkmenta t~on and monitonng of the 
HACCP olan 

44 Dress~ng RmmsILavatories 
17 The HACCP plan IS sgned and dated oy the responsible L 

establishment indivdual. i 1 45 Fouioment and Utensils I X.-. -
I

Hazard Analyss and Critical Control Point 
(HACCP) Systems - Ongorng Requirements 46 San~tary Ope-ations 

18 Mon~tonng of PACCP plan 1 47 E m ~ l o v e e  Hvo~ene 
I , , , -

19 Verificabon and vahdation of HACCP plan. i 
48 Condemned Product Control I 

20 Colrective action wr l t tm in hACCP plan ! 
21 Reassessed adequacy of the HACCP plan Part F - Inspection Requirements 

22 Records docurnertlng the written HACCP plan monitorirg of the 1 49 Government Staffing 
cr i t~calcontrol pin:s aates and trnes cf s p c i f i c  event occurrerces 

Part C - Economic IMolesomeness 1-
 50 Dally lnspectim Coverage 

23 Labeling - Product Standards 
51 Enforcement x 

24 Labeing - N e t  Weights 

25 General L a b e l i ~ g  
52 Humane Pandling 

26 Fin Prod StanoardsIEoneless (DefectdAQUPak SkinsiMo~sture) 53 Animal Identification 
I 

Part D -Sampling 
Generic E. col i  Testing 54 Ante M c r t m  lnspc t ion  1 

27. Wi t ten  Procedures 55. Post Mcrtem Inspc t ion  
! 

28 

29 

Sample ColkctionlAnalysis 

Reco7ds 

I 
Part G - Other Regulatory Oversight Requirements 

Salmonella Performance Standards - B a s ~ cRequirements 56 Europan Community Drec'ives 9 

I 

3C Co:rective 4c,:io?s I 5 7  Mmthly Review 

2 : .  Ressesjrnen: 5E. 

I 



39 51. There \$.as peeling paint on the v-alls c i r h e  box storage room. This is KOT a repeat of the findin? of  rhe 12s; FSIS audit 
as it was ob\.ious to :he auditor that the ceiling and a-alls of the room had been recentl!. r e n o ~ z e c i  and painted. The \vall under 
the windcws in the "green tripe" area of the offal room had flaking paint. 9 CFR $1 6.2ibj 6r 1 1 6 . 6  

30. There lvas inadequate light at the re-inspecticn tabls in the boning room and at the final rail inspection area in slaughter. 
The inspection service \vas using a light meter that measured in LUX and at some places this measured as sufficient. but the 
readings did not match the foot-candles measured by the auditor. Also. from a purely visual observation from the auditor, the 
light did not appear to be adequate. 9 CFR 416.?(c) 

4 9 5  1. During pre-operational sanitation verification inspection in the boning room it was noted that several of the stainless steel 
bins used for edible product had rough welds which could allow for the formation of  biofilms. The establishment will protect 
product put into these bins by an intermediary measure until all have been corrected or replaced. The inspection senrice will 
verifv these actions. 9 CFR 41 6.3(a) & 416.6 



9 S~gned and o t e d  SSOP by cn-site or overall author~ty I 

Sanitation Standard Operating Procedures (SSOP) ' Part E O t h e r  Requirements 
Ongoing Requirements 

Place an X in t h e  Audit Resul ts  b l ock  t o  indicate noncompl iance with requ i rements .  Use 0 if n o t  appl icable. 

Part A -Sanitation Standard Operating Procedures (SSOP) A251t 

Basic Requirements I RBUI!S I 

7. 'antten SSOP 

8. Records docurnentilg implementation. I 

Part D - Continued AJ~I: 

Economic Sampling 
Resu's 

33. Scheduled Sample I 

34 Soecks Testino 1 

10, Implementation of SSO?'s, mcludng mon~toring of implementation. 1 36. Export 

13 Daly records document Item 10 11 and 12 above I 39 Establ~shment ConstructioniMa~n:enance 

Part B - Hazard Analys~s and Critical Control I 
Point (HACCP) Systems- Basic - Requ~rements . - - - 1 

.,I ve~iti ldtion 
1- 

14 Dcvclooed a d  ~ r n ~ l e m e n t e d  2 w r t t w  HAr,r ~ ' p l a ~  . I - - -- -.-. - - 
.- -. 

15 Contents of theHACCP list the f m d  safety hazards 42 Plumblng and Sewage I 
a i t ~ c d  conbu pants crltical limits pocedwes mrrecbve adions 1 

I 
I 43 Water Supply 16 Records documentmg ~mpkmentat ion and monltonng of the 

YACCP pian 
44 Dressing Rmms/Lavator~es 

17 The HACCP plan IS soned and dated by the respons~ble A 

11. Pdaintenance and evaluation of the effecdveness of SSOP's. 
I 

establ~shment rndlvdual 1 45 Equ~pment and Utensils 1 X 
Hazard Analysk and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 Sanitary Operat~ons I 

37. Import 

12. Corrective action when the SSOPs have faied to prevent d~rec t  
product cortarmnat~cn or aduiteration. 

)i: 

18 Monlbnng of HACCP plan 1 
47 Employee Hyg~ene 

19 Venf~cabon and vaioation of HACCP plan ' 48 Condemned product Control 1 

38. Establ~shment Gromds and Pest Controi 

20 Correct~ve action wr i t tm In HACCP plan I 
21 Reassessed adequacy of the HACCP plan 

Part D -Sampling I 

Generic E. col i  Testing 1 54 Ante Marta Inspc t lon  
I 

Part F - lnspectlon Requirements 

I 
-- - 

22. Records documenting: the written HACCP plan, monitorim of the 49. Government Staffing 
cr i t~cal  control p in ts ,  dates and tmes cf speafic evert o c w r r e ~ e s .  , i .- 

Part C - Economic 1 W~o~esomeness  50. Daily Inspec t in  Coverage 
I 

27. Written Procedures ! 55. Post Mortem lnspc t ion  1 

23. Labeling - Product Standards 
I 

24 Labding - N d  Weights 
-- 

I 2s. Generai Labeling 

26. Fin. Prod Standarjsii3oneless (Defec!siAQUPcrk Skinshloisture) 1 

51 Enforcement ~ )i: 

52 Humane Handl~ng i 
53. A n m a l  ldentificat~on 

28 Sample Coikct~on/Analys's I 

29 Recorcs I 
Part G - Other Regulatory Overs~ght Requirements 

I 

56 Eurspan C o i l n d n  :y Ci-xt ,des Salmonella Brformance Standards - Basic Requirements 
0 



-- 

13 5 1.  The SSOP did no: provide for the recording of  the dispxirion cr'product as a part of zorrecti\.e actic:?s. The SSOP also 
rncasures. Hou-ever, p r e ~ ~ e n t i i ~ e  did nat  prol-ide for the recording of pre~~enti l -e  measures were prssent on many monitoring 

records far deficiencies and corrective actions records. 9 CFR 3 16.15 (b) 6r. 316.17 

19.51. The HACCP plan did not include direct observation of the monitor as a step in verification. The plan also did not 
include calibration of  measuring instruments. However. very complete plans and records for calibration of  measuring 
instruments Jvere provided, just not included as a part of the K 4 C C P  system. 9 CFR 417.3 (a)(2) 8; 417.8 

45/51. During pre-operational sanitation verification inspection in the boning room and in slaughter, it was noted that several of 
the stainless steel edible product bins and product contact tables as well as several product contact areas along the s lau~hte r  line 
had rough welds which could allow for the formation of biofilms. 9 CFR 41 6.3(a) 6(416.6 
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Arthur, Deborah 

From: Furey, Todd 
Sent: Wednesday, March 16, 2005 8 10 AM 
To: Arthur, Deborah 
Cc: Craver. Aurora 
Subject: Japan Aud~t  Comments 

?aqe  5 ,  Z a r a g r a c h  1, a n c  ?age  - 2 ,  1 3 . 2 ,  P a r a g r a p h  2 :  
" a t  f r e e z i c q  z e z ~ e r a t u r e "  t s  be  c?.anged zs "2: 4 C" ( E e c a u s e  Salmo?.el la  s a n p l e s  a r e  kep r  

- ,a: r e r r l q e r a z e d  z e ~ . p e r a t d r e  !4 2 ) , r o t  f r s z e r . .  ) 

?

?aa-- 1 4 ,  Lasz  l i c e  o f  t h e  secor-d paraqra??.  
. 

r r x .  zhe  a o t z s r . :  
, -

"by la-PJ" t 3  b e  &angee  c c  "by ar-:sa- qzara? .z ize"  (To c l a r i f y  t h a z  t h e  r e a s s r  f o r  
, ,

c i f f i c c l z i e s  i n  o h t a l r l n q  s a m ~ l e s  i s  a n  a n i m a l  q c a r a r - z i n e  p r c b l e ~ . . )  

r- e t s c o  3a~.amczo ( F r  . 1 
Agrlccltural S p e c F a l l s r ,  L.S. Znbassy ,  To:<yo t e z s . ~ o .  h ~ m a n o t c 3 x s c a .gcv  ( E r - g l i s h )  
aq:okyol3hek:<oa~e. n e .  ?p ( J a p a n e s e )  


	Transmittal Letter
	Audit Report
	Laboratory Audit Form
	Audit Checklist
	Country Response

