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I 

The audit took place in the Czech Republic from April 9 through May 2. 2003. 

An opening meeting u-as held on April 9, 2003 in Prague. with the Central Competent 
Authority (CCA). At this meeting. the auditor confirmed the objective and scope of the 
audit, the auditor's itinerary, and requested additional information regarding government 
oversight needed to complete the audit of the Czech Republic's meat inspection system. 

The auditor was accompanied during the entire audit by representatives from the CCA, 
State Veterinary Administration (SVA). and representatives from the District inspection 
offices. 

2. OBJECTIVE OF THE AUDIT 

This 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 SVA, one 
laboratory performing analytical testing on United States-destined product, two meat 
slaughter and processing establishments, and two district offices. 

Competent Authority Visits Comments 

Competent Authority Central 

Laboratories 1 

Meat Slaughter/Processing Establishments 2 

3. PROTOCOL 

This on-site audit was conducted in four parts. One part involved visits with CCA 
officials to discuss government oversight programs and practices, including enforcement 
activities. The second part involved an audit of a selection of records in the country's 
local inspection headquarters. The third part involved on-site visits to two 
slaughter/processing establishments. The fourth part involved a visit to one government 
laboratory. The government laboratory, the State Veterinary Institution (Statni 
Veterinarni Ustav. Jihlava) was conducting analyses of field samples for the presence of 
generic Escherichia coli (E. coli). Salmonella species (Salmonella), and Listeria 
monocytogenes. 

Program effectiveness determinations of the Czech Republic's inspection system focused 
on five areas of risk: (1) sanitation controls. including the implementation and operation 



of Sanitation Standard Operating Procedures (SSOP's). (2) animal disease controls. (3) 
slaughter/processing controls. including the implementation and operation of HXCCP 
programs and a testing program for generic E, coli. (4) residue controls. and ( 5 )  
enforcement controls, including a testing program for Salmonella. The Czech Republic's 
inspection system was assessed by evaluating these five risk areas. 

During all on-site establishment visits. the auditor evaluated the nature, extent and degree 
to which findings impacted on food safety and public health. The auditor also assessed 
how inspection services are carried out by the Czech Republic 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 the Czech Republic's meat inspection 
system would be audited against two standards: (1) FSIS regulatory requirements and 
(2) any equivalence determinations that have been made for Czech Republic. 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 and SSOP's, and testing for generic E. coli and Salmonella species. 

Equivalence determinations are those that have been made by FSIS for the Czech 
Republic under provisions of the Sanitarq-1Phytosanitar-y Agreement. Currently, the only 
equivalence determinations the Czech Republic has requested is regarding the use of 
government laboratories to analyze samples under the generic E. coli sampling program 
(see section 11.3), and the use of a different testing strategy and a different analytical 
method for testing United States-destined product for Salmonella (see section 13.2). 

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. 60 1 et seq.) and the Federal Meat 
Inspection Regulations (9 CFR Parts 301 to end), which include the Pathogen 
ReductiodHACCP regulations. 

5. SUMMARY OF PREVIOUS AUDITS 

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

The following deficiencies were identified during the FSIS audit of the Czech Republic's 
inspection system conducted in JulyIAugust 200 1 : 

Heah7 condensation over product in the coolers. 
Insect and rodent problems. 



Son-random testing selection for E, coli and Salmonella. 
Not denaturing condemned carcasses. 
Testing for the presence of E. coli by the sponging method. but using the excision 
performance criteria for evaluation. 
The Inspector-in-Charge (IIC) performing monthly supervisorq revieus. 
Pre-shipment rekiems not being properlq documented. 
The SSOP not signed or dated. 

These deficiencies had all been corrected by the time of the September 2002 audit. 

The following deficiencies were observed during the FSIS audit of the Czech Republic's 
meat inspection system conducted in September 2002: 

A need for documentation of preventive actions in SSOP. 
One establishment had a loading dock to the outside not properly sealed to prevent 
the entry of rodents. 
Meat combos with product residues from previous days' uses on product-contact 
surfaces. 
One establishment did not address all of the hazards in the risk analysis of its 
HACCP plan. 
One of the establishments did not have proper documentation of the Critical 
Control Point for the control of feceslingesta on carcasses. 

These deficiencies had all been corrected by the time of this audit. 

6. MAINFINDINGS 

6.1 Government Oversight 

The Czech Republic is divided into 77 administrative districts. Each district has local 
offices, as needed. The personnel in these district offices supervise and oversee all field 
inspection personnel and in-plant functions. In the near future. the district offices will be 
divided into regional and area offices. 

In the SVA headquarters in Prague, the CCA has a Director and coordinators for meat 
inspection. In order to gather more information on oversight, interviews were conducted 
with the officials responsible for: 

Field operations and inspection services. 
Export programs and U. S. regulations. 
Enforcement and compliance. 
Government staffing. 

It was found that, in both establishments audited. only government-paid employees were 
performing inspection duties. 



6.1.1 CCA Control Systems 

An official of the CCA on the Prague headquarters staff and the district and in-plant 
supervisors o\ ersee the maintenance of eligibility to export to United States. These 
supervisors h a ~ e  the authority, under Czech Republic regulations. to enforce the 
necessarj requirements to export to a countrj. Their duties also include initiating 
inc estigations into failure on the part of an establishment to meet the standards of the 
importing count9 and to delist those establishments that fail in this requirement. A 
checklist was used to record this information in one establishment. but no checklist &as 
used in the other establishment. 

6.1.2 Ultimate Control and Supervision 

Control in both slaughter and processing establishments is accomplished by the 
Veterinarian-in-Charge. These Veterinarians-in-Charge are supervised by officials from 
the respective District Offices. Overall control and supervision is the responsibility of the 
headquarters office in Prague. Permits to export to other countries are granted or 
uithdraum by the headquarters office. 

6.1.3 Assignment of Competent, Qualified Inspectors 

Ensuring adequate training of inspectors before assignment to a position is the 
responsibility of the headquarters staff. It is also the responsibility of the district 
supervisor to see that all establishments are adequately staffed with trained and competent 
inspectors. 

6.1.4 Authority and Responsibility to Enforce the Laws 

The SVA has the authority and responsibility to enforce U.S. requirements. Each 
establishment has copies of the pertinent SVA and U.S. rules and regulations. 

6.1.5 Adequate Administrative and Technical Support 

The SVA has adequate administrative and technical support in the central and district 
offices and in the field to operate and support its inspection system, including experts, 
specialists and adequate facilities. 

6.2 Headquarters Audit 

The auditor conducted a review of inspection system documents at the local SVA offices 
at establishments. These records reviews focused primarily on food safety hazards and 
included the following: 

Internal review reports. 
Supervisory visits to establishments that cvere certified to export to the United 
States. 



Kern laws and implementation documents such as regulations. notices. directis es 
and guidelines. 
Sampling and laboratorj analyses for residues. 
Sanitation. slaughter and processing inspection procedures and standards. 
Control of products from livestock uith conditions such as tuberculosis. 
cq 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 withholding, 
suspending, or withdrahing inspection services 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 at the government 
offices. 

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited two establishments; both were slaughter and processing 
establishments. 

One establishment received a notice of intent to delist the establishment from Czech 
Republic inspection officials. The notice was given because of poor sanitary operations, 
ineffective implementation of HACCP, and inadequate daily record keeping. This 
establishment may retain its certification for export to the United States provided that it 
corrects all deficiencies noted during the audit within 30 days of the date the 
establishment was audited. 

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

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During the laboratory audit, 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, 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. a n a l ~ i c a l  methodologies. analytical controls. recording and reporting of results, 
and check samples. If private laboratories are used to analyze samples from products 
produced for export to the United States. the auditor evaluates compliance with the 
criteria established for the use of private laboratories under the FSIS PFUHACCP 
requirements. 



The follot~ing laboratory was audited: 

State Veterinarq Institute, Jihlat a. This is a gobernment laboraton that conducts residue 
and microbiology testing for SVA. 

No concerns arose from the audit of this laboratorq-. 

9. SANITATION CONTROLS 

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

Based on the on-site audits of the establishments. and except as noted below, the Czech 
Republic'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, the Czech Republic's inspection system also 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 w-ere met, according to the criteria employed in the United States domestic 
inspection program. The SSOP in both establishments audited were found to meet the 
basic FSIS regulatory requirements. The following deficiencies regarding SSOP 
implementation were noted: 

Condensation was observed over exposed product and exposed product traffic 
areas (product moving hall and cooler) in one establishment. 
Flaking paint was observed over carcasses on carcass rails in the old carcass 
cooler in two establishments. 
Daily records did not sufficiently describe observed deficiencies in one 
establishment. 
In one establishment, daily records did not include all deficiencies observed 
during this audit. 
Condensate \vas dripping adjacent to product in the cooler in one establishment. 

9.2 Sanitation 

No other sanitation deficiencies were noted. 



10. ANIMAL DISEASE CONTROLS 

The second of the f h e  risk areas that the FSIS auditor rekiew-ed \t.as 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 products. The auditor 
determined that the Czech Republic'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. 

1 1 .  SLAUGHTERIPROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditor reviewed was SlaughterIProcessing 
Controls. The controls include the following areas: ante-mortem inspection procedures. 
ante-mortem dispositions. post-mortem inspection procedures, post-mortem dispositions. 
ingredients identification. control of restricted ingredients, formulations, processing 
schedules, equipment and records, and processing controls of cured, dried, and cooked 
products. 

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

Trimming of foreign particles from carcasses was not properly performed in one 
establishment. 

1 1.1 Humane Handling and Slaughter 

Electrical stunning procedures and the use of carbon dioxide were properly carried out in 
both establishments. 

1 1.2 HACCP Implementation 

All establishments approved to export meat products to the United States are required to 
have developed and adequately implemented HACCP programs. 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 of both establishments. 
The following deficiency regarding HACCP requirements was observed: 

The HACCP plans did not include on-site verification of monitoring activities in 
both establishments. 



1 1.3 Testing for Generic E. coli 

The Czech Republic has adopted the FSIS regulatorq- requirements for testing for generic 
E, coli testing with the exception of the following different equivalent requirements: 

1 .  LABORATORIES. Government laboratories. 

The laboratories have properly trained personnel. suitable facilities and 
equipment. a u-ritten quality assurance program, and reporting and record keeping 
facilities. 

Results of analyses including all permanently recorded data and summaries are 
reported promptly to the establishment. 

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

Testing for generic E. coli was properly conducted in both slaughter establishments. 

11.4 Testing for Listeria monocytogenes 

Both establishments audited were producing ready-to-eat products approved for export to 
the United States. In accordance with United States requirements, the HACCP plans in 
these establishments had been reassessed to include Listeria monocytogenes as a hazard 
reasonably likely to occur. 

12. RESIDUE COKTROLS 

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 frequency. percent recoveries, and corrective actions. 

The SVA State Veterinary Institute in Jihlava, a government laboratory, was audited. No 
deficiencies were noted. 

The Czech Republic's National Residue Testing Plan for 2003 was being follou-ed and 
was on schedule. 

!3. 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 Salmonella. 



13.1 Daily Inspection in Establishments 

Inspection was being conducted daily in all slaughter and processing establishments. 

13.2 Testing for Salmonella species 

The Czech Republic has adopted the FSIS regulatorq- requirements for testing for 
Salmonella with the exception of the following equivalent measure: 

1. SAL,CfOATELLATESTING STRATEGY. 

The Czech Republic uses a continuous. on-going sampling program to determine 
when to initiate additional Salmonella testing. All U.S. export establishments are 
included in the sample pool. The on-going random sampling is continuous and 
part of a uniform system approach. The sampling program is based on each 
establishment's production. with a minimum of one bovine sample per week 
(small establishments) or two bovine samples per week (small establishments). If 
seven positives are found during the on-going program, the government requires 
the establishment to take corrective action and immediately initiates a second 
sample set of one sample per production day for 55 consecutive days. 

The Czech Republic uses a continuous. on-going sampling program to determine 
when to initiate additional Salmonella testing. All products for which there is an 
U.S. performance standard are included in the sample pool. 

The Czech Republic's testing program has statistical criteria for evaluating test 
results. 

The percentage of Salmonella positives over time meets the FSIS performance 
standard. 

2. ANALYTICAL METHODS: Different methods. 

The laboratories use IS0  6579 to analyze Salmonella. IS0  6579 is an 
internationally recognized method of analysis for detecting Salmonella and is 
closer to the FSIS method than the AOAC methods. 

13.3 Species Verification 

Species verification was being conducted in those establishments in w-hich it was 
required. 

1 3.4 Monthly Reviews 

During this audit it mas found that. in all establishments visited. monthly supenisory 
re\ iem-s of certified establishments were being performed and documented as required. 



13.5 Inspection System Controls 

The CCX 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 securitj. including shipment between 
establishments: and prevention of commingling of product intended for export to the 
United States mith product intended for the domestic market. 

In addition, controls were in place for the importation of only eligible livestock from 
other countries. i.e., only from eligible third countries and certified establishments within 
those countries, and the importation of only eligible meat products from other counties 
for further processing. 

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

14. CLOSING MEETING 

A closing meeting was held on May 2, 2003, in Prague with the CCA. At this meeting, 
the primary findings conclusions, and recommendations from the audit were presented by 
the auditor. 

The CCA understood and accepted the findings. 

Dr. Oto Urban 
International Audit Staff Officer 



15. ATTACHMENTS 

Individual Foreign Laboratory Review Reports 
Individual Foreign Establishment Audit Forms 
Foreign Country Response to the Draft Final Audit Report 
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irg of the 45 Government S:aff~ng 

critical control rr;ir.ts dates aid trnes cf s o e i f ~ cevert occurrerces. ! I 

Part C - Economic I hholesomeness 50 2 a 1 y  ~ n s ~ e m n  ICoverase 
I 


23 Labmng - boouc' S:anSards 
51. Enforcement I


24,  iabei~ng- h &  he igh ts  
52. Liumar~e Eandi~ng I
25. GeneFal Laoelng 

I
26 Fin. Prod S:ancatcs'Boneles [3efects/i3L."crk SninsflJosturej 1 53 Xn~rnal 15entiiica:10n 

Part D - Sampl~ng I 


Generic E. coli Testing I 




. 

. ,. Daily records did not s~f f ic iend j .  describe obseri.ed deficiency. This w2s scheduled for cozecrion 51-:lie ~stablishrier;t. 
Dailj. r x o r d s  did not include a!l deficiencies observed during this audit. 1-eterinar?. Ser\.ices also described this dr5ciencj- ~ v i t b  
required correcti~.e action. 

19. No verification of the monitoring of critical limits Jvas written in the H.4CCP plan or per fo~med (implementation non- 
compliance xrith HACCP requirzments). 

* This establishment was issued a N O D  for SSOP and HACCP deficiencies 



STATEVETERINARY ADMINISTRATION OF TBE CZECH REPUBWC 
S l ~ k h7,120 56 P- 2 
Phone : (+420) 227 010 1 84 Web :www svscr.cs 
F E D '  (+420)227010198 Emtril:uLhr@svscr.cz 

Pr.Sa& STRATMOEN, DVM 
Dimtor, Intwmtbnal Equivalence Staff 
oaceollnrernatlon.8lAsiK3 

USDA -FSIS 
1400 lndepemiencc Ave. 
Waddgton D.C, 2U250 USA 

h y p  :bbtdW, 09 April 2004 

This is in rnfemmx to your letter o f f March 9,2004 mferring about tbe d& finalaudit rcpbrt 
rdhthrg tm on-site audit o d out earn Apf?.I9 LhtO& May 2,2003in two Czech plants 
qmrting to tkUS.d thc meal hpeotwn @em tbemin inforce, 

Copy oft b  kttor cmbecd for yow teferpm. 

P h bc infbnned as well tkCentral Competent A u k ~ i t y(SVA CR)has & d y  infamed 
the mamgemmts of  catablishments in question ie. CZ 15 and CZ 12 and the local vetainsuy 
ofBm in charge of supctviswa about the forthcoming FSIS audit scheduled fbt 19.5. through 
3.6.2004. 


Y a m  sincerely, 



STATE IJX'J 'E~AIRYADMlh'ISTMTlON OF THE CZECH REPUBLIC 
Slezska 7 ,  120 56 PIMHA 2 
Phone : {+420 22 70 10 184 Web : m . s v s c r . c z  
Fax ; (1-420 ) 22 70 10 198 Email:zahr@svscr.cz 

Your letter d/d At~achmenl 
Your relcrcnce : Filc lmdled by : Dr.J. Kuna, DVM 
Our reference : ZAH1506/usda/03 Departmcnt : hternationaI Negotiation$ 

Mrs. 
Sally STRATMOEN 
USDA -FSIS 
1400 Independence Ave 
Washington D.C. 20250 
USA 

P r a w  Friday, 23 May 2003 

Re: FSIS audit in Czech plants exporthg to USA, results -comments. 

Dear Mrs. Stratmoen, 

In reference to the audit carried out by Dr. Ofto Urban, DVM, FSIS audits inspector, during 
the end of April-May 2003 in two Czech plants approved for exports to the U+S.and bascd on 
written statements from district veterinary authorities in charge. of supemision in these plants 
( DVA Tahr  and DVA JinfiichfivKradec ) plcwe be jnfiormed as follows : 
State Veterinary Administration of the Czech Republic hereby c o k ~and gives the following 
guarantees ; 

1. CZ 12 Stud& as.- al l  faiIures ibmd during the audit have been rectified as till. 
l5.5.2OO3 


2. CZ 15 MASO P W  a.s. -all fhilures found during the audit have been rcctjfied as till 
20.5.2003. The management of the plant reconsidered its approach to the SSOP 
records keeping espec. the verification system has h e n  completely revised As from 
the above date the evidence of alI failures will bc on files. Water condensation on rails 
in the transport room has been solved and rails painted again. Each failure will bc 
exactly descriid in the protocol together with tectifylng Elnd preventative mwswes , 

Please accept the above guarantees as the rectifying results of the above USDA-FSIS mission. 

Kind regards. 

Dire'ctor General 1 CVO ) 
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