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Executive Summary 

This audit report describes the outcome of an initial on-site aud it of Poland 's poultry inspection 
system conducted by the Food Safety and Inspection Service (FSIS) from May 10 - June I, 20 II . 
The audit objective was to verify that Poland has a poultry inspection system equiva lent to the 
United States' with capacity to produce safe, unadulterated, and properly labe led product. 

FS IS auditors were not able to assess the status of the poultry slaughter activity. This was due to 
withdrawal of the lone poultry slaughter establishment scheduled for the FS IS review during the 
aud it. Therefore, FSIS can not move forward with the recommendation of equivalence. At this 
poin t, the only eva luation completed is the administrative functions of the government oversight. 

The FSIS auditors determined that the Central Competent Authority (CCA) met the FS IS 
equiva lence requirements for component : (5) Chemical Residue Testing Programs. The FSIS 
auditors, however, ident ified systemic findings within components: (I) Government Oversight, 
(2) Statutory Authority and Food Safety Regulations, (3) Sanitation, (4) Hazard Analysis and 
Critica l Control Point Systems, and (6) Microbiological Testing Programs, as described below. 

There was inconsistency in the enforcement of corrective action requ irements in response to non ­
compliances. In some instances, the admi ni strat ive decisions issued according to the establ ished 
procedure were not closed out accordingly. The administrative deci sions ought to be close out to 
indicate that corrective actions were complete, ve rified and deemed acceptable by inspection. 

The inspection system relies on familiarity of the superv isors with the inspection personnel's 
knowledge of re levant requirements when staffing establi shments that produce poultry products 
destined for the Un ited States. The inspection system was not able to produce records 
documenting completion of ongoing training at all leve ls of the inspection system. The periodic 
supervisory rev iews, as conducted, do not assess, identify or document the knowledge or train ing 
needs of inspection personnel with respect to specific inspection program requirements. 

The inspection system was conducting daily activities to ensure the execution of HACCP and 
SSOP. The CCA, however, was lacking cu rrent policy or regulations that specifically require 
establishments to develop and implement written SSOP and describe how to im plement HACCP 
plans as cond ition for gaining certificat ion for expon of poultry products to the Un ited States. 

Po land did not inform the FSIS or request equivalence determ ination for its current use of private 
laboratories to analyze official microbiological samples of product destined for the United States. 

The CCA addressed the FSIS aud it by initiating or taking immediate corrective action. The CCA 
is still expected to submit a comprehensive correcti ve action plan addressing the audit fi nd ings 
for each component. FS IS will eva luate the extent to which the proffered corrective actions 
sufficiently address the systemic findings and make detennination regard ing the equiva lence of 
Poland 's pOUltry inspection. FSIS, however, may conclude that an additiona l on-site aud it is 
necessary to verify the adequacy of the corrective actions. Upon detennination that an 
equivalent inspection system is maintained, FSIS may make recommendation to move forward 
with the rulemaking making process. 
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FS IS has rece ived Poland ' s proposed correct ive actions for the aud it findings on September 5 
and October 10,2012. In itial FSIS's review and analysis of the corrective actions indicated that 
add itional information is needed before making a fina l conclusion about the adeq uacy of 
Poland' s response to the audit findings. 
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I. INTRODUCTION 

The Food Safety and Inspection Service (FSIS) of the United States Department of Agriculture 
(USDA) conducted an on-site aud it of the Poland's poultry inspection system in the period from 
May 10 - June I, 20 II. This audit occurred s im ultaneously w ith FSIS 's on-site audit of Poland's 
meat inspecti on system, for wh ich the observed findings are documented in a separate report. 

The audit entrance meeting was held on May 10, 20 11 , in Warsaw with participation of 
representatives from the Central Competent Authority (eCA) - the General Veteri nary 
inspectorate (OV!) of the Ministry of Agriculture and Rural Development (MARD) of Poland. 
representatives from the United States Embassy in Po land. The FSIS auditors were accompanied 
throughout the entire audit by representatives from the GYI , the prov incial veterinary 
inspectorate (PVI) or the district veterinary inspectoratc (OYI). 

2. AUDIT OBJECTIVE, SCOPE, AND METHODOLOGV 

The objective of the initial eq ui va lence audit that was verify that Poland's food safety system 
governing poultry inspection is equ iva len t to that of the United States (U.S.), w ith the capabil ity 
to produce and expon products that are safe, w holesome, unadulterated, and properly labe led. 

In pursuit of this objective and prior to the on~site audit, FS IS conducted a review of the 
information prov ided by the CCA in the Self-Assessment Tool (SAT) for initial Eqllivalence and 
accompanying references. These documents provide a comprehens ive overview of all the 
relevant legislation and procedures supponing the poultry slaughter inspection system. 

FSIS determinations concerning program effectiveness of the Polish poultry inspection program 
focused on performance with in the following six components upon which system eq uivalence is 
based: ( I) Government Oversight, (2) Statutory Authority and Food Safety Regulations, (3) 
Sanitat ion, (4) Hazard Analysis and Critical Control Point Systems, (5) Chemical Residue 
Programs, and (6) Microbiological Testing Programs. 

The administrat ive functions were reviewed at the CCA headquarters in Warsaw; three 
provincial offices; and three district offices. During the review, the FS IS auditors evaluated the 
implementation of the management control systems put in place to ensure that the national 
system of inspection, verification, and enforcement was being im plemented as intended. The 
review of the administrative functions of the local inspection offices was conducted as part of the 
estab li shment review. The outcome of the two rev iews was used to determ ine the ex istence of 
an effective coordination between the di ffe rent levels of the CCA. 

In order to verify the CCA's ability to provide consistent government overs ight, the inspection 
operations at two process ing and one cold storage establ ishments were rev iewed. The three 
subject establishments are located in three different provinces. The se lected establishments were 
identified by the CCA as establishments intended to be certified to export poultry products to the 
United States, thereby prov iding a representat ive sample of Poland 's poultry inspection system. 
During the establishments' review, particular attention was paid to the extent to which industry 
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and government interact to control hazards and prevent non-compliances th at threaten food 
safety, with an emphasis on the CCA's abil ity to prov ide overs ight through supervisory rev iews 
conducted in accordance with 9 CFR 38 1.196. Additionally, four laboratories conducting 
microb iological and chemica l res idue testing were audited to verify the CCA's ab ility to provide 
adequate technical support to the inspecti on system. 

Audit Scope Summa ry 

Comp~tcnt AuthQrity Visits No. Loc~tions 

Competent 
Authority 

Central I • Genera l Vete rinary Inspectorate - CCA 
Headquarters office (Warsaw). 

Prov in cial 
o ffi ces 

3 Provisional Veterinary In spectorate offices in 

• Gdansk 

• Poznan 

• Katowice 
Distri ct offices 3 District Veterinary Inspectorate offi ces in 

• Gdynia 

• Ostrzeszow 

• Pszszyna 
Loca l o ffices 3 Rev iews of loca l offi ces were conducted as part of the 

establi shment rev iew, at Gdynia, Grabow and Pszszyna. 
Govern ment Laboratories 
(microbiological and res idue 
testing) 

4 • National Reference Laboratory (Pulawy) 

• Regional Veterinary Laboratory (Warsaw) 

• Regional Veterinary Laboratory (Kielce) 

• ReR.ional Veterinary Laboratory (Gdansk) 
Establishments 
• Cold Storage Facility 
• Poultry Processing 
• Poultry Slaughter 

I 
2 
Q 

Total 3 

• Est. # 226211 02, Poland Services Cold Store -
Gdynia (10 warehouse/co ld storage) 

• Est. # 30184103, Greate r Food Labe l, Ltd -Grabow 
(process ing) 

• Est. # 24100302, Henryk Kania Meat Process in g 
S.A. Pszszyna (process ing) 

3. LEGAL BASIS FOR THE AUDIT AND AUDIT STANDARDS 

The audit was conducted under the speci fic prov is ions of the United States' laws and regul at ions, 
in particul ar: 

• The Poultry Products Inspection Act (2 1 U.S.C. 45 1 el seq,) 
• The Poultry Products Inspection Regulat io ns (9 CFR 381 .196) 
• Sanitati on Regulat ions (9 CFR Part 4 16 et seq.) 
• HACCP Regu lat ions (9 CFR Part 41 7 etseq.) 
• Generic E. coli Testing and Salmonella Perfonnance Standard (9 CFR 381,94) 
• Listeria monocytogenes (Lm) contro l programs (9 CFR Part 430 et seq.) 
• Canning and canned products (9 C FR 38 1.300 - 3 11 ) 
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The audit standards included all applicable legis lat ion and procedures ori gina lly determined by 
FSIS as eq uivalent during the in iti al document review process and any subsequent equiva lence 
determinations that have been made by FSIS under provisions of the Sanitary/Phytosanitary 
Agreement (SPS). The legislation included: 

• 	 EC legis lation concem ing food safety (Regu lat ion (EC) 852;853;854;882; 178;20723; and 
Council Directive 96-22 and 96-23); 

• 	 Poland 's nationa l legislati on conceming food safety (Act on Products of Animal Origin ; Act 
on Veterinary Inspect ion; Act on C ivi l Service; Act on Safety of Food and Nutrit ion; Act on 
Animal Protect ion; Ordinances; Guidelines and Instru ctions of the General Veterinary 
Inspectorate); and 

• 	 FS IS regulations adopted by Poland (Sanitation Standard Operating Procedures (SSOP) 
requirements; HACCP req uiremen ts; generic E. coli requirements; Salmonella Perform ance 
Standard requ irements; and Listeria monocytogenes control programs in accordance with 
FSIS regulat ions) 

Currently, Poland has equ ivalence determinations in place fo r: 
The use of ISO 11290- 1, microbiology testing method for test ing Listeria monocylogenes 
(Lm) in ready-to-eat (RTE) products. 
The use of ISO 11 290-2, microbio logy testing method for Lm in RTE products as 
confirmatory and enumeration method only when used in conjunction with ISO 11290-1 
The use of ISO 6579:2002 microbio logy testing for Salmonella in RTE products (325 g) 

4. 	 BACKGROUND 

Poland is current ly listed in the 9 CFR 327.2 as one of the countries eligib le to export meat 
products to the United States. The USDA's Animal and Plant Health Inspection Service 
(APHIS) has affi rmed that Poland is not a ffected with Highly Pathogenic Av ian In fl uenza 
SUbtype H5N I (9 CFR 94.6). However, Poland is affected by Exotic Newcast le Disease (END). 
Therefore, once determ ined equivalent, Poland wi ll be eligible to ex port only fully-cooked 
poultry to the United States, i.e. pou ltry products processed with a (heat) lethality treatment into 
(74 °C) which is cons istent with the updated requirements described in Tit le 9, Parts 93 and 94 
of APHIS' regul ati ons related to the importation of fresh and processed poultry products into the 
United States. 

Poland requested in itial equ iva lence of its poultry product in October 2004. A thorough review 
ofdocumentation submined by Poland, in March 2007, July 2008 and August 2009, in support of 
ilS app lication has been conducted by the FSIS. The review was intended to determine the 
eligibility for Poland to export poultry products to the United States in accordance with 9 CFR 
38 1.1 96. In October 2009, the FSIS completed the document rev iew and analysi s of Poland' s 
responses and determined that Poland's pou ltry inspection system meet the basic equivalence 
requ irements. Before proceed ing with the on-site audit, the FSIS requested that Poland provide 
updated information on regulations and procedures app li ed to the poultry inspection system by 
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completing SAT. The completed SAT was used to convert Poland 's prev ious responses to the 
newly adopted technical evaluation approach that replaced the review of fi ve risk areas with six 
components that is current ly used to assess the equivalence of the fo reign countries' inspect ion 
system. This document review was conducted in light of the progress on the review of2004 EC 
legislation and the eq ui valence determ inations made. The rev iew of the SAT showed that 
Po land's laws, regu latio ns, control programs and other issuances cumulative ly provide the same 
leve l of public health protection atta ined by the Un ited States. Therefore, FSIS dec ided to 
proceed with the on-site audit of Poland's poultry inspection system to verify that CCA has 
satisfactor il y implemented all the laws, regu lations, and other issuances that FSIS found to be 
equivalent during the document review and analysis. 

5. GOVERNMENT OVERSIGHT 

The first of the six components rev iewed by the FSIS auditors was the Government Overs ight. 
The FS IS aud itors verified through interviews of government o fficial s and review of inspecti on 
records such as dai ly inspection reports, periodic contro l reports, sampling and overs ight reports 
that, the inspection system is organized and administered by the national government and that it 
prov ides standards eq ui valen t to those of the federa l system of poultry inspection in the United 
States. The evaluation included review and verificat ion of documentation submitted by the CCA 
as part of Poland's response to the SA T. 

The GVI in Warsaw represents the CCA that is responsible for the transpoS itIOn of the 
regulat ions relating to the poultry inspect ion. The GV I is headed by the C hief Veterinary Officer 
(CVO) who is appointed by the Prime Min ister while taking in to consideration the 
recommendation of the Minster of Agriculture and Rural Deve lopment. The GVI represents the 
first level of the inspection system and has a direct authority over the subsequent two inspection 
levels. The PVI represents the second inspecti on level and is headed by the Provincial 
Veterinary Officer (PVO). Each of Poland' s s ixteen PVls oversights the inspection act ivities 
carried out by 15 to 32 DVls. The DVI represents the third leve l of the inspect ion system. The 
DVI whi ch is headed by the District Veterinary Officer (DVO). oversights all direct inspection 
act ivities. The FS IS auditors verified that the GVI receives copies of the periodic reviews 
conducted by DVI and PVI as well as summary of noncompliance records issued. The FS IS 
auditors verified that the CCA operat ions are funded by the government budget and 
supplemented by assessed fees on exported products. 

The FSIS' review of the activit ies carried out at all three levels of the inspect ion system indicated 
that the CCA has single set of rules and legal authority and responsib ility to enforce inspecti on 
laws and to ensure that adulterated or misbranded products are not exported to the United States. 
The European Community regulat ions are the primary overarching laws for regu lat ing pou ltry 
inspection. In add ition, Po land issues nation al legislation to add ress the im plementation o f the 
inspection act ivit ies. The national legis lation include; the Act on Veterinary Inspection; {he Act 
on Safety of Food and Nutrition; the Act on Safety of Food and Nutrition; and the Act on the 
health conditions offood and nutrition. As authorized by applicable legislation. the GVI issues 
guidelines, check li sts and instructions that deal with the frequency of supervisory review; 
procedures for registrati on. approval, conditional approval or suspension and withdrawal o f 
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approval of regulated establishments; the verificat ion of the microbio logical sampl ing; the 
performance of official inspection tasks; and the scope and method of carrying out the National 
Residue Control Plan. The CCA di sseminates in formation rel ated to the regul atory and 
administrative affairs by mail , e-mail , or electronically through the GV I website. 

The inspect ion personnel assigned at the establishments certified to export pou ltry products to 
the U.S. are employees of the national government. They perform inspection acti viti es under 
direct supervision of the DVls. The certification of estab lishments for export to the Un ited 
States is conducted according to the procedure delineated in the Act on Products oj Animal 
Origin oj 16 December 2005. The procedure starts with a review conducted at DV I leve l. The 
DVI reports the result of each rev iew approval to the PVI which verifies the DVI decision 
through document review an on-site visit by PVI staff. The list of approved estab lishments is 
posted on the GV I website . The FSIS auditors verified that the eeA fo llows the presc ribed 
procedure for certification of poultry establ ishments and it has the authority to list or deli st any 
establishment. 

The eeA is responsible for hiring and ass igning qualified inspect ion personnel to perform 
inspection and enforcement acti vities at the regulated establishments. All offic ial veterinarians 
are graduated from an accredited college of veterinary medicine with a Doctor of Veterinary 
Medicine degree, have an internshi p with the CCA, spec ialty or a graduate degree in food 
sc ience or related area, and possess a national board certi fication. Appointed vete rinarian are 
certifi ed pri vate veterinarians who are appointed by the DVI to carry out inspecti on activ ities on 
interim basis prov ided that appointed individua l has no conflict of interest when they perform 
assigned duties. Non-veterinarian inspectors (VI) possess a co ll ege degree, have internsh ip with 
the eCA and hand-on experience prior to their ass ignment at regulated establi shments. Every 
inspector is ass igned a program badge. All official inspection pe rsonnel are paid monthly by 
direct deposit to their bank accounts. The FSIS auditors did not encou nter any situation that 
could likely result in a confl ict o f interest. 

The FS IS auditors verified that the eCA prov ides initial and ongo ing training program Ihat 
intended to ensure that inspection officia ls are aware of spec ific inspection req uirements that 
pertain to Po land export to the United States. Poland 's ongoing training program depends on 
cascade train ing. As a genera l rule, a se lect num ber of inspect ion officia ls is trained at the GVI 
office and then convey the knowledge ga ined to other colleagues. The FSIS rev iew of the 
ongo ing training program revea led that: 

• 	 Evidence of staff participation in training was ava il able at fi rst level but no evidence of 
trai ning or training records were presented for the subsequent training levels. 

• 	 The ongo ing ('raining program lacks a mechanism that assesses the effect iveness of Ihe 
trammg. The inspection personnel in vo lved in the dai ly enforcement of the regulatory 
requirements affecti ng export to the U.S. are more likely to be the second or th ird recipien ts 
of the ongoing train ing. Th is may have been the root cause of misunderstand ing of 
infonnation related to the implementat ion of HACCP, SSOP and standard sampling 
procedures as ev ident by some of the FS IS's audit findings. 
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• 	 The CCA d id not have official trai ning records to indicate the subject of the tra ining or the 
attendee of the training at the PVO and OVO leve ls. This practice may hinder the 
effectiveness of the CCA's ongo ing plan to continuously analyze and implement the staffi ng 
requirements at certified establishments due to the lack of accurate information and tracked 
records at all leve ls of the CCA . 

The enforcement strategies in place are simi lar to those out lined in 9 CFR 500, Ru les of Practice. 
and are based on Regulation (EC) 88212004 and the instructions ofthe eva issued on the basis 
of the Act an Veterinary Impection. The FSIS auditors verified that the CCA issuances related 
to the inspection procedures are implemented in accordance wi th Poland's standards as well as 
the standards imposed by importing countries. The Polish inspection system has an estab lished 
procedure where the inspection personnel must ver ify the implementation and effecti veness of 
the correct ive action. The procedure starts by issu ing an adm inistrative dec ision in response to 
each noncompl iance. The ad mi nistrative decision incl udes a dead line fo r the rect ificat ion of the 
identified deficiency and may incl ude a fine for the establishment's fa ilure to meet the specified 
deadline. Each issued admi ni strative decision must be closed out when the inspection personnel 
verify the completion of the correct ive action taken by the establishment. The FS 1S auditor' s 
review of the inspection composi te noncompl iance reports and periodic oversight reports 
revealed that: 

• 	 There was inconsistency in the enforcement of the laws and regulations govern ing pou ltry 
inspection in official establishments at wh ich products are prepared for export to the United 
States. In some instances, the inspection personnel fa iled to follow the estab lished procedure 
by clos ing the ad ministrat ive decisions within the specified timeframe. Noncomp liance with 
the sanitat ion and the microbiologica l follow-up testing requi rements due fo r closure were 
st ill open during the FSIS rev iew. The inspect ion program personnel indicated that the 
establishments ' corrective actions were completed with the specified time frame but there 
were no documented ev idence to confirm that cla im. The PVI routine audits of the DVI did 
not identify any of the FSIS find ings during their routine audit and did not take act ion to 
ensure that the corrective actions were properly taken and documented and the law and 
regu lations were consistently enfo rced throughout the inspection system. In response (0 

FSIS findings, the PVI/DVI decided to initiate an immediate corrective action that intended 
to ensure that all adm inistrative decisions are closeout and documented within the specified 
timeframe. 

The issuance of export cert ificates is based on the GVI Instruction # 0801-241/1 afDecember 23, 
2010. The FSIS audi tors verified that Po land has contro ls in place to prevent fraud or misuse of 
export certificates. Export certificates, sea ls and stamps are secured at the offic ial inspection 
office. The inspect ion system is capab le of tack ing export cert ificates issued for a spec ific 
country. The paper track ing system rel ies on the issuance of un ique identi fication num ber fo r 
each cert ifica te and the ma intenance of records that incl ude signature card fo r each authorize 
veterinarian as wel l as copies of all issued certi ficates at the PVO and OVO. Therefore, the FS IS 
auditors determined that Po land maintains the security and integrity of pou ltry products during 
transportat ion between establishments and port fac ilities. 
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The FSIS audit included assessment of the oversight provided by the eeA to ensure that 
procedures fo r the country's official laboratories were established and implemented as intended. 
The government laboratories are responsible for conducting chemical and microbiological testing 
of product destined for the United States. The laboratory system consists of the National 
Veterinary Research Inst itute (NVRI) and 16 Regional Veterinary Laboratories (RVLs). The 
NVRI has been ident ified as the National Reference Laboratory (NRL) that is responsib le for the 
hannonization of standards and diagnostic methods and the coordination of the routine acti vities 
of the regional laboratories. The Director of the NRL coord inates with the eva and reports to 
the MARD. The eCA has recently created a position of Laboratories Policy Office to coordinate 
the ad ministrat ive functions between the GVJ and the NRL. The RVLs are technica ll y under 
NRL and admin istratively under the pya. The FSIS aud itors verifi ed that NRL perfonns 
supervisory role over the RVLs through supervisory visits and administration of proficiency 
tests. There was ev idence available that these supervisory visits took place, usuall y, 3-4 visits 
per year. The RVLs visited regularl y partic ipates, with satisfactory results, in pro ficiency tests 
organized by the NRL. RVLs staff is adequately trained and internal audit procedures are in 
place as evident by rev iewed documents. Periodic internal aud its were conducted at the RVLs 
by the NRL and copies of the audit reports were sent to aud ited laboratory, the PVO and the 
GVO. The PVI presented document that demonstrate actions taken to ensure that RVLs take 
appropriate corrective action in response to internal audit findings. The CCA has the lega l 
authority under the Act on Veterinary Inspection and the responsibi lity to approve and 
disapprove laboratories conduct ing ana lyt ica l testing on products for export to the United States. 
The eCA ensures that, laboratories ana lyz ing product destined for the U.S., participate in 
appropriate proficiency test ing schemes for food analysis. Analyses of official samples are 
carried out by offi cial laboratories constituting the organizational units of the GVI and are 
accredited in accordance with ISO 17025 by the Polish Centre for Accreditation (PCA). 

The FS IS aud itors verified that official laboratories testing RTE product destined fo r the U.S. 
were using ISO 6579-2002 and 11290. 1 for detecti on of Salmonella and Listeria monocytogenes 
respectively. The FS IS has previously determined these two methods as equivalent analysis 
methods. There was an electron ic database system identified as (CELAB) that was available for 
the CeA to co llect and manage data concerning the results of laboratory analyses carried out in 
the NRL and in the RVLs. 

This aud it indicated that the CCA has administrative controls in place to support the inspection 
system. There was inconsistency in the enforcement of the regulati ons. The CCA has initial and 
ongoing tram mg program. The ongoing train ing, as im plemented , did not ensure proper 
disseminat ion of infonnation, assessment or maintenance of accurate records at all training 
levels. The FSJS concluded that the Po lish poultry inspection system meets the basic 
requ irements for this equi valence component. The CCA needs to properly address all the aud it 
findings to fully meet the requirements of thi s component. 

6. STATUTORY AUTHORITY AND FOOD SAFETY REGULAT IONS 

The second of the s ix equi va lence components that the FSIS auditors reviewed was Statutory 
Authority and Food Safety Regulations. This component pertains to the legal authority and the 
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regulatory framework utilized by the CCA to im pose requirements equ iva lent to those govern ing 
the system of poultry inspect ion organized and maintained in the United States. These 
requirements include ante-mortem inspection of birds, postmortem inspection of carcasses and 
parts, contro ls over condemned materials, contro ls over establi shment construction, facilities, 
equipment, dai ly inspection, and period ic supervisory visits to official estab lishments. 

The headquarters in Warsaw, three PVI offices and three DVI offices were audited in order to 
review the legislation associated with the requirements of thi s component. The FSIS auditors 
assessed the CCA's abi lity to effecti vely communi cate these requ irements throughout the 
inspect ion system as well as the country abi lity to ensure proper implementation of the 
requirements. The evaluation of th is component included an analysis of infonnation provided by 
the eCA in the SAT, interview of government officials, observations and evidence gathered 
during the on-site audit of the inspection system. The FSIS auditors, however, were not ab le to 
rev iew Poland's poultry slaughter process since the single poultry slaughter establishment 
presented for FSIS auditor's rev iew' withdrew during the entrance meeting with the CCA . 
Poland was not ab le to present a substitute poultry slaughter establishment, the FS IS audit team 
was on ly able to review the poultry processing establishments. 

Two processing and one co ld storage establishments intending to export poultry products to the 
U.S. were reviewed by FSlS to assess the CeA's abil ity to properly implement the requi rements 
of this component. The FSIS auditors veri fi ed on-site the adequacy of the function s of the 
government offices, laboratori es, and establishments of the system aga inst the standards 
promulgated by the CCA. The FSIS auditor' s observat ions and review of the periodic control 
aud it reports and documentation of oversight reports revealed that the CCA provided direct and 
continuous inspection to the poultry processing establi shments, ensured separation of domestic 
and exported products, and verifi ed that the inspection system has procedure in place to verify 
that the end product met the requ irement of the importing countries. 

The FSIS auditors verified that Poland, as European Union Member State, part ic ipates in the 
European Commission (EC) Salmonella eradication program. The program req ui res Salmonella­
free flock cert ificat ion for all flocks intended to be presented for slaughter. Ante-mortem is 
conducted by o fficial or appointed veterinarian and documented in paper records. Since the 
CCA did not present any slaughter establi shment for rev iew during the on-site audit of the 
poultry inspection system, FSIS auditors were not ab le to verify how the CCA carries out ante­
mortem inspection of birds, humane handling-Good Commerc ial Practice of li ve birds and 
postmortem inspect ion of carcasses. During the audit, the FSIS auditors rev iewed relevant 
procedures and periodic inspection reports maintained by the DVI offices on the inspection 
procedure carried out by inspection personnel as part of their responsibilities of routine 
inspcction, verificat ion and enforcement. 

The observations of the condition at the vis itcd poultry process ing estab lishments, interviews 
conducted with government inspection offic ia ls, and the examination of the documen tation of the 
periodic superv isory reviews provided objective evidence to the FSIS auditors that the CCA 
ma intains official oversight over des ign and maintenance of the regulated processing facilities. 
The FSIS aud itors did not visit any pou ltry s laughter establishment during the audit of Polish 
poultry inspection system. 
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The FSIS aud itors verified that the CCA main ta ins ultimate control and supervIsIon for 
establishments intended to be cert ifi ed to export poultry products to the Un ited States. Direct 
supervision of the inspection personnel is perfonned by the DVI. The DVls are under direct 
supervision of the PVI. Evidence was prov ided for periodic supervisory reviews conducted by 
the PVls and DVls at the visited establishments. The supervisory rev iews were conducted in 
accordance with the eva Instruction GIWhig·500·I II07 of August 14, 2007 defining, on the 
basis ofrisk analysis, the frequency 0/assessment of operators in the food sector under official 
supervision of the Veterinary Inspectorate. The CCA uses a risk assessment system to classify 
regulated establishments into risk categories. The frequency of the review cou ld be once every 
two years; once a year; once every six months, or once every three months depends on the risk 
category designated as very low, low, medi um and high. The detennination of the level of risk 
of individual establi shment takes into account the type of establishments, production system, 
products, product ion hygiene, establ ishment compl iance records and commitment of the plant 
management. The CCA reserve the right to conduct ad hoc review in response to issues of 
concerns. The superv isory reviews included assessment o f the establishment's operation and its 
compliance with the regu latory requirements. During the review, the supervisors tour the 
establishment, review the establishment operations, and look into the sanitation and HACCP 
records generated and maintained by the estab lishment, and exam ine the o fficial the inspection 
records. The supervisory reviews were conducted using a un ifonn deta iled checklist. Though 
the supervi sor may choose to address the perfonnance of the inspection program personnel in 
response to a noted failure to identify obv io us structural deficiencies, the supervisory checkli st 
lacks elements that independently focus on the assessment of the perfonnance and knowledge of 
the in·plant inspection program personnel; thi s would be useful in detennining if the train ing was 
adequate. The interviews conducted at the PVI and the DVI revea led that 

• 	 The supervisory reviews were not conducted on all official and appointed veterinarian 
according to the scheduled frequency of one annual superv isory review for each veterinarian. 
The superv isory reviews of inspect ion employees, when conducted, do not usually include 
observation or assessment of the VI abilities to execute the standard samp ling procedures or 
respond to actual or potential noncompliance. The assessment of the VI's technica l 
knowledge and perfonnance is necessary for addressing inadequate perfonnance as well as 
the development of assigned inspect ion personnel. Proactive supervisory intervention would 
protect the public health, prevent recurrence of performance deficiency, and ensure 
consistently and homogeneous application of the CCA instructions. 

The FSIS auditors review of the sampling and periodic oversight reports, and interv iews with the 
inspection officials resulted in the identification of several findings affecting thi s component. 
The following finding were more li kely related to the lack of an effect ive ongoing train ing 
program at all levels of inspection, and to the absence of routine supervisory assessment of the 
inspection program personnel's knowledge about inspection duties related to their assignments: 

• 	 The official veterinarian ass igned at one of the visited establishments and one of DVI 
veterinarian was not ab le to describe or refer to an existing reference guide for infonnation 
related to the official microbiological testing scheme and standard sampl ing procedures for 
products destined for the United States. 
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The FSIS was not able to assess how the CCA conducts the inspection tasks of poultry slaughter 
s ince the FSIS audi tors have not had a chance to rev iew the operation of any poultry slaughter 
establishment during the audit. The assessment of Poland' s poultry slaughter inspection is 
crucial factor in the determination whether or not Poland has a sound poultry inspection 
program . The assessment of the slaugh ter process prov ides imperat ive in fo rmation about the 
ability of the inspection system to properly implement daily s laughter operations that include; 
ante mortem inspection procedure that ensure acceptance of only birds that are hea lthful, safe 
from harmfu l chemical and drug residues, and capable of being converted into wholesome 
product for the consumer, verify the implementati on of the Good Commercial Practi ces 
applicable to humane handl ing of birds at the receiv ing, through bleed ing and entry to the pre ­
sca lding areas; and to veri fy post mortem inspection that protect the public health by ensuring 
that the carcasses and parts that enter commerce are wholesome, not adulterated, and properly 
marked, labeled, and packaged; and finished product standards subsequent to the postmortem 
inspection. The review of the slaughter process is essential for assess ing the inspection 
personnel ability to make regulatory dec isions, documenting findings, and take enforcement 
actions when appropriate, as gu ided by Poland's statutes, regul at ions, instructions and pol icies. 

In conclusion, the CCA has legal authority and a regu latory framework to impose requirements 
equivalent to those governing the system of poultry inspection organized and maintained by the 
United States. One of the fundamental components needed for the successfu l execution of this 
regulatory authority, is the full awareness o f the requ irements of the importing country. The 
interv iews conducted with the inspection personnel , at the establi shments seeking certi fica tion 
fo r export to the United States, indicated that some VI were not full y aware of the Po land's 
export requ irements fo r microbiological sampling or did not full y understand the CCA's 
microbiological testing scheme for product destined for the United States. 

In the absence of supportable ev idence of poultry slaughter process, the FSIS was not able to 
determine whether or not Po land 's poultry inspection full y meet the equi va lence requirements 
fo r th is component. Po land must present pou ltry slaughter establ ishments fo r FSIS to aud it in 
order to enable the FSIS to make its final equi va lence determination on this component. 

7. SANITATION 

The third of the s ix equi valence components that the FSIS auditors reviewed was San itation. 
The inspection system must provide requirements for sanitati on, fo r san itary handling of 
products, and for the deve lopment and implementation of sanitation standard operat ing 
procedures. 

The headquarters in Warsaw, three PVI offices and three DVI offices were audited in order to 
review the legislation, regulation and instructi ons associated with thi s component, as we ll as 
assessing the CCA's abi lity to effectively communicate these requirements throughout the 
inspect ion system and the country ability to ensure proper implementation of the requirements 
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The FSIS auditors verified that the CCA requires that each officia l establishment operates in a 
manner to prevent insanitary condit ions and take measure similar to those outlined in 9 CFR 
416.1-416.7. The measures taken by the inspection system are supported by Regulation (£C) 
No. 17812002, Articles 6, 7, 53, 54, 55, 56, 57, 58, and 60; Regulations (£C) No. 85212004 
(Article 4 and Annex II, Chapter JI); Regulation (EC) No 85312004 (Annex III, Section I, Section 
VI); and Regulation (£C) No 85412004(Article 4) delineating specific hygiene rul es fo r food of 
animal origin as wel l as domestic legislation. Regulation (£C) No. 88212004, Title II, Chapter II, 
Article IO discusses general food hygiene. Article 4, 'General and Specific Hygiene 
Requirements ' 3, (b) discusses hygiene procedures. The regulation also illustrates official 
controls perfonned to verify and ensure compliance with feed and food law. 

The FSIS document review indicated that the eCA has adopted the FS IS regulatory requi rements 
for SSOP (9 CFR Part 416. 11·1 6) and incorporated the req uirements into its regu latory design 
through the Guidelines for Managing the Sanitation of Plants and Plan Operations; the 
Instruction ofthe Chief Veterinary Officer Number GIWhig 50012105 ofMay 2,2005; and the Act 
ofMay 11, 2001 on the health conditions offood and nutrition as amended. In Response to the 
SAT, Poland indicated that the inspection system has adopted FSIS Directive 5000.1 as gu idance 
for the inspection personnel on how they are to verify the estab li shment 's compliance with the 
SSOP regulations. However, the FSIS's review of documents and interview conducted at the 
CCA revealed that the CCA has no current regu lation, pol icy or instruction in place to support 
the enforcement of the adopted FSIS measure. The CCA explained the lack of regulatory 
measures as the consequence of a recent amendment of the act on the health conditions offood 
and nutrition. The amendment resulted in the removal of articles that provide for the issuance of 
the GYO instruction and guide lines that spec ifically require establishments seeking certification 
to meet th e export requirements to the Un ited States; spec ifically the requirements related to the 
deve lopment of a written SSOP plan, implementation the written procedure and documenting the 
findings in accordance with 9 CFR Part 416 .1 1·16. 

• 	 Although the inspect ion system was implementing SSOP requ irements at estab lishments 
intended to be certified to export product to the United States, the Polish inspection system 
lacked cu rrent regulation or policy that authorize the CCA to require these estab lishments to 
develop and mainta in SSOP's. The CCA acknowledged this find ing and made a 
commitment to reinstate the amended articles and reissue the GYO instruct ion. The CCA's 
initial respond , however, did not specifically link the conduction of measures that are 
intimately tied to 9 CFR 416 with any relevant legis lation. The CCA should demonstrate 
legislati ve comm itmen t to the specific inspection measures through the issuance and 
dissemination of regulation, policy, written guidance, or any other fonn of legis lat ion to the 
inspection personnel and the regu lated industry. 

Three establishments were visited to assess the CCA 's abi lity to implement the inspect ion 
system's requiremen ts for san itation. The review included review of the establishment's 
sanitat ion monitoring records, documented correct ive actions, traini ng program for 
employees, and assessments of the actual sanitation conditions in the production areas. In 
addition, the FSIS auditors reviewed the instructions for conducting official verification as wel l 
as the records generated to document the inspect ion's findings. The FSIS review indicated that 
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inspection system continued to require each offic ial establi shment deve lop, im plement and 
maintain wriuen SSOP. This review resulted in the foll owing finding: 

• 	 At one of the vis ited establi shments, the sanitat ion records used genera lized tenns to describe 
the status of the establ ishment's sanitary conditi ons and findings. This lack of accurate 
descriptions of the sanitation findings may hinder the inspection personnel ability to verify 
the establi shment 's correct ive actions and ensure appropriate disposition of product that may be 
contaminated, restoration of sanitary conditions, and prevent the recurrence of direct 
contamination or adulteration of product. The inspection personne l at the visited establi shment 
have failed to identify such findings as noncompliance. These findings have not been 
identified during the periodic supervisory review. This may serve as additiona l evidence fo r 
the need to improve the ongoing training program of the inspecti on personnel and the need to 
include an assessment of the inspection personnel knowledge during the superviso ry review. 

In accordance with the above findings, the FS IS concluded that Po land 's inspection system did 
not fully meet the equ ivalence requirements for this component. The CCA must take measures 
to ensure the possess ion of current legislation, po licy, instructi ons or an y other appropriate 
measure that supports the CCA decision to adopt the FS IS's sanitary measures for SSOP. The 
adopted measures mandate the development and implementation of a written ssor program in 
accordance with 9 CFR 416.11·1 6 at all establ ishments intended to be ce rtified to export poultry 
products to the United States. Additionally, the CCA must take measures to ensure effective 
implementation of the requirements for sanitat ion and sanitary handling o f poultry products 
destined for the Un ited States. 

8. HAZARD ANALYSIS AND CRITICAL CONTROL POINT (HACCP) SYSTEMS 

The forth of the six equivalence components that the FSIS auditors reviewed was HACCP. The 
inspection system must require each officia l establ ishment develop, im plement and maintain a 
HACCr system. 

The CCA headquarters in Warsaw, three PVI offices and three DVI o mces were audited in order 
to rev iew the legislation associated with this component, as well as assess ing the CCA's abi lity 
to effectively communicate these requirements throughout the inspection system and the country 
ability to ensure proper implementation of the requi rements for HACCr. 

The FSlS document review indicated that CCA has adopted FS IS's regulatory requirements for 
the implementation of HACCr according to 9 CFR Part 417 et seq. and incorporated the 
requirements into the country regu latory design through the Guidelines for Managing the 
Sanitation ofPlants and plan Operations; the Instruction ofthe Chief Veterinary Officer Number 
GIWhig 50012105 of May 2, 2005; and the Act of May II , 2001 on the health conditions offood 
and nutrition as amended. In Response to the SAT, Poland indicated that the inspection system 
has adopted FSIS Directive 5000. 1 as guidance for the inspection personnel on how they are to 
verify the establishmen t's compliance with the HACCP regulations. However, the FSIS's 
revi ew of documents and interview conducted at the CCA revealed that the CCA lacked curren t 
regulation, policy or instruction in place to support the current enforcement of the adopted 
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FSIS's measures. The eCA explained the lack of regulatory measures as a consequence of a 
recent amendment of the Act on the health conditions ojJood and nutrition. The amendment 
resulted in the remova l of articles that prov ide for the issuance of the GVO instruction and 
guidelines that specifica lly requires establishment seeking certification for exporting product to 
the United States to implement HACCP requirements in accordance with 9 C FR Part 417. 

• 	 Although the inspection system personnel were enfo rcing HAeCp requirements at 
establishments intended to be certified to export product to the Un ited States., the Polish 
inspection system did not possess current regul ation or po licy that authori ze the eCA to 
require these establ ishments to im plement the adopted HACCP measures as described in 9 
CFR 417. The equiva lence criteria of this component call fo r the inspection system to have 
HACCP requirements grounded in the country's requisite laws and regulations. The CCA 
acknowledged thi s finding and made a commitment to reinstate the amended articles and 
reissue the GVO instruction. The CCA's in itial response, however, did not provide a precise 
link between the conducti on of inspection measures that are intimately tied to 9 CFR 417 and 
any relevant legislation. The CCA should demonstrate legislative commitment to the 
specific inspect ion measures through the issuance and di ssemination of regulation, policy, 
written guidance, or any other foml of legislat ion to the inspect ion personnel and the 
regu lated industry. 

Three estab lishmen ts intending to export poultry products to the United States were visited to 
assess the CCA's ability to implement the inspection system's HACCP requi rements. The FSIS 
auditors reviewed the establi shment 's HACCP records as well as the o ffi cial inspection records 
ma intained by loca l inspect ion offi ces hav ing regulatory overs ight of the vis ited estab lishments. 
The official documents included but not limited to, records of dai ly verifi cation of the 
inspections tasks, offic ial microbio logica l sampling programs and results, rout ine assessment of 
the estab li shment operation and supervisory reviews. In addition, the FS IS auditors observed 
how inspecti on personnel applied 9 CFR 4 17 and other offi cia l instructions to verify 
establishment compliance with the HACCP requirements. Th is review resulted in the 
identificati on of the following finding: 

• 	 At one of the poultry processing estab lishments, the HACCP plan as designed was miss ing 
the ongoing verification activity fo r direct observation of the monitoring and any requ ired 
corrective actions. The inspection personnel at the establishment have failed to ident ify thi s 
noncompliance. There was no observation regarding thi s findin g in the prior supervisory 
rev iews conducted at the establ ishment. This may serve as ev idence for the need to im prove 
the ongoing trai ning program of the inspect ion personnel to ensure better understanding of 
the HACCP system requirement and the importance of including an assessment of the 
inspection personnel as part of the supervisory review. The assessment of the inspection 
personnel's knowledge wou ld prov ide the CCA with the opportunity of address the 
inspection personnel's needs for train ing before train ing gaps have a negative impact on 
public health. 

In accordance with the above find ings, the FSIS concluded that Po land ' s inspection system did 
not fully meet the equivalence requ irements for thi s component. The CCA must take measures 
to ensure that the adopted HACCP requirements are grounded in the coun try's req ui site laws and 
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regulations through the issuance of legislation, po li cy, instructions or any other appropriate 
measure. Add itionally, Poland must demonstrate effective im plementat ion of the requirements 
for HACCP at all establ ishments seeking certifi cat ion to export poultry products to the Un ited 
States. 

9. CHEMICAL RESIDUES PROGRAMS 

The fifth of the six eq ui valence components the FSIS auditors rev iewed was Chemical Residues. 
The inspection system must have a chemical res idue contro l program that is organi zed and 
admi nistered by the nat iona l government. The residue control program should include random 
sampling of internal organs and fat of carcasses for chemical residues identified by either the 
export ing country's pou lt ry inspect ion authorities or by the FS IS as potential contaminants. 

To assess Poland 's abi lity to meet the equivalence requirement for this component, the FSIS 
audit team conducted a review of the CCA headquarters in Warsaw, the NRL in Pulawy and 
three RV Ls in Warsaw, Gdansk and Ki elce. The FSIS auditors interviewed the CCA officia ls 
and reviewed the NRL and the regional laboratories testing methods, enforcement strateg ies, and 
communication too ls. The FSIS aud itors verifi ed that Po land 's residue contro l program is 
des igned and conducted as coordinated efforts of the GVI and NRL. The NRL supervises the 
quality of analyses made in the regional laboratories, organizing proficiency tests, trainings and 
ana lytical seminaries and participates in such proficiency tests organized by the NRL or the EU 
reference laboratory. The eva 's inslru(;lion No. GIWhig-500-3106 ofMarch 21, 2006 described 
the scope and methods of execution of the national program for control tests on illega l 
substances, chemical and bio logical residues, med ical products and radioactive contamination of 
animals and in their secret ions and excret ions, tissues or organs, products of animal origin, water 
intended for an imals and animal nutrit ion products. The rev iew ind icated that Poland 's res idue 
plan was properly designed to include all compounds of concern to both Po land and the United 
States. 

Factors considered when detennining the annual monitoring residue program include registered 
use of a particular chemical, likely occurrence of residues, exten t and panern of use, incentives 
for misuse, persistence of the compound in the environment, past monitoring resu lts, availability 
of suitab le analytical methods, testing capacity and laboratory pro ficiency, testing arrangement s, 
and perceptions o r the residue as a poss ible public health hazard. The CCA manages national 
random and targeted testing programs for chemica l res idues. The des ign of the testing programs 
and operat ional processes that include sample collection, shipping to laboratories, management 
and analysis of data and init iat ion of trace-back activ ities are also managed by the CCA. 

At the government laboratories, the FSIS auditors reviewed the sample hand ling, sampling 
frequency, timely analysis, date reporting, analytica l methodologies, tissue matrices, equ ipment 
operation and printouts, detection levels, percent recoveries, intra-laboratories check samples, 
and qua lity assu rance programs, including standards books and corrective actions. The 
laboratory condi tions, records generated, and results of past audits were evaluated and found to 
be acceptable. 
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The FSIS auditors verified that the GVI has mainta ined monitoring and surveillance of animals 
and anima l products to detect ev idence of chem ica l res idues in ed ible tissues. Poland' s residue 
testing laboratories are ISO 17025 accredited and are equipped to provide technica l support to 
the pou ltry inspect ion system. The management and the stafT o f the visited laboratories were 
familiar with the Poland's testing req uirements for products destined for the United States. The 
FSIS aud itors received copies of the scopes o f accreditation for chemical testing for the NRL as 
we ll as the regiona l laboratories of Kielce, Gdansk, and Warsaw by the PCA. The FSIS auditors 
concluded that laboratory personnel were qua li fied, adequately trained, and capable of 
conducting analytica l methods, and the res idue laboratories demonstrated the abi li ty to produce 
timely and accu rate data. 

There is an electron ic database (CELAB) available for the CCA to co llect and manage of data 
concerning the results of laboratory ana lyses carri ed out in the NRL and in the RVLs. Samples 
are usual ly sent to the RVLs. In the case of a complicated analysis, samples are sent to the NR L. 
GVI offic ials have the lega l authority to condemn food products when laboratory analysis 
indicates the presence of chem ical residues at a level that exceeds Polish and EU standards of 
acceptable limits. When results of the analyses exceed regu latory limits, the CCA responds by 
implementing measures to stop contaminated product from entering the market and to determ ine 
the source of the contamination. Upon detection of a noncompliant sample by the government 
laboratories the information is immediately transmitted to the PVI, which in turn forwards it to 
the pertinent government offices and establishment to preclude distribution of food or initiate a 
reca ll of meat and pOU ltry products and deal with the prob lem at its source. Poland uses the 
EU's Rapid Alert System for Food and Feed (RASFF) wh ich was put in place to provide food 
and feed contro l authori ties with an effective too l to exchange inform ati on about measures taken 
responding to serious risks detected in relation to food or feed. Action taken in response to 
recurring vio lat ive residue find ings are based on the guidel ines described in art icle 16, 22·28 o f 
Counci l Directive 96123/EC and the instfuction ofthe Chief Veterinary Officer No. GJrVlab 830· 
5/ 11 of 23 March 2011. The action to taken by the CCA takes into account the nature of the 
violation and that establ ishment's compliance history. The CCA act ion includes in vestigat ions in 
the farm of origin that may resu lt in restriction in the an imal movement, additional and 
intensifi ed sampling at the farm and the s laughter establishment for 6· 12 months, hold of 
slaughter of animal form suspect source fo r the entire withd rawa l period of subject drug, and in 
the case of a repeated violations, the CCA may permanently withdrawn the slaughter 
estab lishment from the approved establishment li st. 

The FSIS analysis of all the audi t observation, records and findings indicated that the CCA 
effectively im plemented a national residue control program for its poultry inspection system. 
Therefore, the FSIS concluded that Poland ' s poultry inspection system meets the equiva lence 
requirements for thi s component. 

10. MICROBIOLOGICAL TESTING PROGRAMS 

The sixth of the s ix equ iva lence components that the FSIS aud itors reviewed was the 
Microbiologica l Testing Program used by the CCA. This componen t pertains to regulatory 
requ irements for the inspection system to have a microbiolog ical testing program, organized and 
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admin istered by the nat ional government. The sampl ing and testi ng program is intended to 
ensure that poultry products produced for export to the U.S. are safe, wholesome and 
unad ulterated. The criteria the FS lS used to assess microbiological testing programs included: 

• 	 The inspection system provides for a sampling and testing program for generic E. coli in raw 
poultry product, and the eeA uses the test resu lts to verify establishment slaughter 
processing and dressing controls for fecal contamination. 

• 	 The inspect ion system provides control measures to prevent adu lteration of both; non post­
lethality exposed ready-to-eat (RTE) products and post-letha lity exposed RTE products by 
Listeria monocytogenes (Lm) and Salmonella jpp. Furthermore, the eeA is to conduct 
verification sampling and test ing for Lm. Listeria spp. or Listeria-like organi sms in the post­
lethality exposed RTE products, product contact and environmental su rface samples, and 
Salmonella in the ready-to-eat (RTE) products, at a frequency that ensures that the 
estab lishments' control meas"ures are effecti ve in controll ing these pathogens. 

• 	 The inspection system provides for a sampling and test ing program for Salmonella in raw 
product, and includes perfonnance standards for Salmonella. The inspection system achieves 
pathogen reduction by ensuring that all slaughter and ground product establishments meet the 
Salmonella Performance Standards. 

The rev iew of the laboratory and the eeA's microbio logical testing records indicated that 
Poland has applied criteria reneet the perfonnance standards for raw poultry at the time of the 
aud it. The FSIS has since rev ised the standards for Salmonella and developed new standards for 
Campylobae/er. as renected in a Federal Register Notice issued on March 2 1, 20 II . The eeA 
was informed of the revised FSIS's standards and the intent to beg in implement ing these 
standards in July of20 11. 

There are no requirements for routine microbiologica l testing for thermally processed 
commerciall y steril e (canned) products. However, the inspection system is expected to 
demonstrate capability to maintain a microbiologica l program that would ensure canned poultry 
products produced for export to the U.S. are safe and wholesome and not contaminated with 
Clostridium botulinum spores or toxins when there is suspicion of process dev iations, 
underprocess ing, or when inspection personnel observe abnormal containers that need to be 
subm itted for laboratory ana lysis. The CCA oversees the performance of establishment 
verification activities, ensuring the problems were identi fied, corrected and preventive measures 
are implemented. 

At the three eeA levels, the FS IS aud itors reviewed the microbio logica l sampl ing regu latory 
requirements and procedures, testing reports, and internal audi t reports of government's 
laboratories. This revie w was intended to determine whether the CCA was capable of designing 
and coordinat ing the conduction and reporting of the microbiologica l testing results, app lying 
microb iological performance standards, and taking appropriate enforcement actions in response 
to nonconforming product. 
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The FSIS auditors verified that the NRL partic ipated regularly in profic iency tests organized by 
the Community Reference Laboratories with sati sfactory results. The NRL executes its 
supervisory ro le over the RVLs through periodic superv isory visits and proficiency tests. The 
provided evidence demonstrated that supervi sory visits took place, usually, 3-4 visits per year to 
randoml y selected laboratories. Proficiency tests are regularly organized by the NRL for the 
RVLs covering different microbiological criteria including Salmonella and Listeria, and uses 
different mat rices, including pou ltry products. 

Poland participates in the EC's Salmonella eradication program. The program required testing of 
poultry flocks at the fa rm and the issuance of Salmonella-free flock certification. Under this 
program, only flocks that are nearly free of Salmonella are to be presented for s laughter. The 
eCA conducts Salmonella testing at regu lated estab li shments. If the Salmonella testing finds a 
posit ive result, the operator has to immediate ly commence dail y sampling unt il satisfactory 
resu lts are obtained and institute sanitation and hygienic procedures deemed acceptable by the 
eCA to prevent recurrence. In response to recurring unsatisfactory result, the establishment 
must reassess its HACCP plan, take appropriate correct ive action and start sampl ing fo r the third 
time. Fai lure by the establishment to meet that standard fo r the third consecuti ve time is deemed 
by the Polish authorities as a fai lu re to maintain the minimum standard for s laughter hygiene and 
sanitation, and consequent ly would bring into question the adequacy of the HACCP plan of the 
establ ishment. Accordingl y, the CCA would im pose regu latory sanct ions consistent with the 
statutory frameworks of the Polish poultry inspection system and exclude such an operator from 
the exports program. 

Even though export to the U.S. has not occurred yet, the FSIS auditors reviewed se lected 
samples of Poland 's RVLs to verify whether the laboratory system possesses the technica l 
capac ity needed to conduct accurate testing of product destined for the United States. To achieve 
this goal, the FSIS auditors interviewed laboratory personnel and supervisors, reviewed relevant 
records including analyst qualifications, sampling protocols, testing methods, test reporting, 
enforcement strategies, and communication too ls. The review indicated that the visited 
laboratories had qualified staff as evident by staff credent ial and regu larly participation in 
professional training. The electronic database CELAB has being used to manage data and report 
results of laboratory analyses carried out in the NRL and in the RVLs. The FSIS aud itors 
verified that all RVLs involved in the offic ia l microbiological analysis are accredited by PCA, 
approved by the GVI and listed in the CVO list of approved laboratories. Add itionall y, the FSIS 
auditors verified that Po land's microbiologica l testing laboratories are ISO 17025 accredited and 
well equ ipped to prov ide techn ical support to the poultry inspection system, and that laboratory 
management is famili ar with Poland 's export requirements for the United States as applicable to 
microbiological testing. The current analytica l test portions for both Lm and Salmonella meets 
Poland 's export requi rements of a minimum of 25g and 325g analytical test port ions fo r Lm and 
Salmonella, respectively. 

• 	 During the interviews conducted with the GVI and PVI officia ls, FSIS auditors learned that 
the CCA uses certified private laboratories to analyze official samples in limited and 
exceptional cases. These laboratori es are certified by the evo and are included in the list of 
accred ited laboratories. Po land did not infonn the FSIS or request equi va lence detenn ination 
for the use of private laboratories 10 ana lyze official samples of product intended for export 
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to the United States. If Po land is intended to continue using pri vate laboratories to conduct 
official samples, The CCA must infonn the FSIS and request an equiva lence determ ination. 

At the establishment level, FS IS rev iews were conducted to determine inspecti on personnel's 
ability to enforce the requirements of the Microbio logica l Testi ng Programs' equ ivalence 
com ponent. The FSIS aud itors revi ewed Poland's legislation, inspection instruct ions, and 
inspection records maintained at local inspection offices. The CCA has regu latory req uirements 
including sampling and enforcement strategies for testing programs related to generic E. coli, 
Salmonella and Lm that mirror the FS IS testing requirements. The inspect ion personne l at 
almost a ll visi ted estab lishments were fo llowing the inspection system's sampl ing protocol, 
which includes testing frequency, sample collection, and the delivery of samples to laboratories. 
However, the FSIS aud itors found out that: 

• 	 At one of the visited estab lishments, the designated veterinarian directed the establishment' s 
management to use sampling protoco l and testi ng portions used to co ll ect offi cia l verificat ion 
samples of for RTE products, when they collect Salmonella samples for the establishment's 
routine verification sampling. The VI professed th is mandate as an enforcement of the 
Poland's export requirements for microbiological sampling for RTE product desti ned to the 
United States. The sampling protocol for Salmonella in RTE products app ly the o ffi c ia l 
verification sampling not to the establishment's test ing fo r Salmonella in RTE products 

Based on cva in struction , an individual annual microbiological sampling plan for each 
estab li shment is developed by the DVI. The plan is based on ri sk and a im to verify operators' 
own sampling and testing for food safety and process hygiene criteria, in accordance with 
Regulation (EC) No 207312005. The num ber of samples collected and tested by the DVI for 
verifi cation purposes constitute up to 10% of samples tested by th e food bus iness operator 
annually. The FSIS auditors verified that each visited estab li shment had an annua l sampling 
program for laboratory ana lyses including products, product contact surface and envi ronment. 

Poland requires establi shments intendi ng to export poultry products to the U.S. to meet the 
export requirements fo r Lm and Salmonella fo r both post-letha lity and non post-lethality exposed 
ready-to-eat (RTE) pou lt ry products, and to im plement an establishmen t's testing programs that 
is based on the risk assoc iated with the produced product. The RTE programs incl ude specific 
provisions for governm ent sampling of product, government oversight of establi shmen t 
sampling, and the veri fication of contro l measures in every establishment cert ifi ed for export to 
the United States. Certi fied establishments may collect a companion samp le with each official 
sample. The companion sample is analyzed at an accred ited private laboratory. The FSIS 
auditors determined that Poland's RTE program meets the testin g requirements for products 
destined to the United States. 

The FSIS auditors determined that the CCA's Lm test ing program as executed is compliant with 
the requirements adopted by Po land's inspection system. The FSIS was not able to review and 
verify the implemen tat ion of generic E. coli testing for poultry produ cts as well as Salmonella 
performance standard test ing in raw poultry carcasses since there was no poultry slaughter 
establi shments presented for rev iew during the audit. The microbiologica l testin g program fo r 
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Salmonella in raw poultry carcasses and test ing fo r generic E. coli would be veri fied when 
Poland present poultry slaughter estab lishments fo r FSIS rev iew. Poland must infonn FSIS of 
the inspection system's use of private laboratories to anal yze offi cial samples and request 
equ iva lence determination. In conclusion, the FS IS determi ned that the Po li sh inspect ion system 
meets the basic equ iva lence requirements of this component. This determination was based on 
the portions of the program that were verified during the audit. 

11. EXIT MEETING 

An exi t meeting was held on June 1, 20 11 in Warsaw with the CCA and representati ves of the 
American Embassy in Warsaw. At this meeting, the preliminary findings from the audit we re 
presented by the FSIS auditors. The CCA understood and accepted the audit fi nd ings. 

12. CONCLUSIONS AND NEED FOR FURTHER ACTIONS 

The FS IS was not ab le to accurately conclude whether or not the CCA meet the equi valence 
req ui rements of component (2) Statutory Authori ty and Food Safety Regulations. The FS IS 
auditors were not able to assess the system capabil ity to conduct the poultry slaughter activ ity as 
well as other activit ies assoc iated with the slaughter such as hu mane handl ing-Good Commercia l 
Practice and verificat ion of generic E. coli testing. This was due to withdrawal of the lone 
pou ltry slaughter estab lishment scheduled fo r the FSIS review during the aud it. 

The FS IS concluded that the CCA was able to meet the equi valence requirements of componen t 
(5) Chemical Residue Testing as well as the princ ipal equ ivalence requirements for components: 
(I) Government Oversight, Programs and (6) Microbiological Test ing Programs. However, the 
following fin dings were also made: 

• 	 The FSIS was not able to access the status of the microbiologica l test ing conducted at 
slaughter establishments such as generic E. coli testing and Salmonella Performance 
Standard for poultry. 

• 	 The CCA did not request an equi valence determination for its use of ce rtifi ed pri vate 
laboratories to conduct ana lysis ofofficial samples. 

• 	 The CCA did not consistently enforce corrective acti on req uirements for the sanitation 
program and in some instances did not ensu re the adequacy of the HACCP verification 
acti vities by direct observation and documentation of the monitoring act ivit ies. 

• 	 The CCA has not implement a mechan ism to ensure the effectiveness of the ongo ing training 
program of the inspection personnel assigned to certified establ ishments. In part icular, these 
requ iremen ts assoc iated with Poland's export requirements to the United States, such as 
HAeCp, sanitation requirements and microb io logical testing programs. 
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• 	 The direct superv ision of inspect ion personnel , at establishments seeking certification for 
export to the Un ited States, did not ensure uniform knowledge of the export requ irements 
through periodic assessme nts and follow up supervisory rev iews that address deficiencies 
related to the perfonnance of the inspection personnel. 

• 	 The CCA practice of appointing veterinarian depended on acquaintance of the OVO of the 
appointed veterinarians' knowledge and past training rather than official records that track 
the status of completed training programs. Thi s practice may not ensure effective ongoing 
plan to analyze and implement the staffing requirements at certified establishments due to the 
lack of accurate infonnation at all inspection leve ls. 

Findings of greater systemic impact were identified within the eq ui va lence components for 
(3) Sanitation and (4) Hazard Analysis and Critica l Control Point Systems. 

• 	 Poland has adopted FSIS 's Sanitation Standard Operating Procedures (SSOP) req uirements 
as per 9 CFR 4 16.11-1 6 as well as HACCP implementation requ irements accordi ng to 9 
CFR 417. This adoption was grounded in the country's requ isite laws and regu lat ions 
through the CVO instruct ion. The inspect ion system conducted its veri ficati on act ivit ies in 
accordance with the requirements of 9 CFR 146 and 417. However. FSIS' review of 
documents and interview conducted at the CCA revealed th at the CCA lacked current policy 
or regu lation in place to support the enforcement of the adopted FSIS measures. The CCA 
acknowledged these findings and dec ided to init iate corrective action to reinstate the CCA's 
authority to enforce adopted regu lat ions. 

The CCA's response to the above findings, rece ived aftcr the conclusion of the audit , did 
not fo rm a specific link between the conduction of inspect ion measures that are intimately 
tied to 9 CFR 416 and 417 and any relevant legislation. To demonstrate its legislative 
commitment to the implementation of the spec ific adopted inspection measures, the CCA 
should issue and di sseminate regulation, policy, written guidance, or any other fonn of 
legislation to the inspect ion personnel and the regulated industry. 

In order for the FS IS to demonstrate that Poland's poultry inspection system meets the FS IS 
import requirements, the CCA is to subm it a comprehensive corrective act ion plan addressing the 
speci fic aud it findings outl ined in the report for each component. The FS IS wi ll evaluate the 
extent to which the proffered correcti ve actions sufficiently address the system ic findings 
identified. Provided the correct ive actions are sufficient, the FSIS will make the 
recommendation to move forward with the rulemaking process for system equiva lence. 
However, the FSIS may conclude that an additional on-site audi t is necessary to verify the 
adequacy of the corrective actions provided. Poland needs to present at least one poultry 
slaughter estab lishment for FSIS review or take measures to ensure that certified estab lishments 
obtains poultry product form an approved for process ing of poultry product destined fo r the 
United States. 

FSIS has received Poland 's proposed corrective actions for the audit findings on September 5 
and October 10,20 12. Init ial FS IS's rev iew and analysis of the corrective actions ind icated that 
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addit ional infonnat ion is needed before making a fina l conclusion about the adequacy of 
Po land 's response to the audit findings. 

Faiz Agarib, DVM, Senior Equiva lence Officer (OIA) 

Oto Urban, DVM, Senior Program Aud itor (OIA) 


Myra Gardner, Microbio logist, Office of Public Health Science (OPHS) 


Margaret O'Keefe, Chemist, Office of Public Health Science (OPHS) 


13. ATTACHMENTS TO THE AUDIT REPORT 

Foreign Country Response to Draft Final Audit Report sent on September 5 and October 10, 
20 12 
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Warsaw, OS:eptember 2012 

VETERINARY INSPECTION 

DEPUTY CHIEF VETERINARY OFFICER 

Jaroslaw Naze 

According to the distribution list 

G1Wue,080-USA-50/ 12(7) 

Dear Sirs, 

With reference to the routine audit of Polish pork establishments, combined 
with the preliminary audit of the Polish system of supervision over production of poultry 
meat, which were conducted by the FSIS from 10 May to 1 June 20 II, I would like 
to kindly inform you that the General Veterinary inspectorate asked the local bodies 
of the Veterinary Inspection, which wcre covered by the above-mentioned audits, to take 
a position on the irregularities indicated in the draft reports on both audits as well as 
in the 5000-6 forms assigned to the visited establishments. 

According to the above, I would like to present the information provided to the General 
Veterinary Inspectorate by the competent regional and district veterinary officers 
and by 3 establishments where the irregularities had been observed. 

1. The District Veterinary Officer in t.uk6w, through the Regional Veterinary Officer 
in Lublin, provided the following information concerning the corrective actions taken with 
respect to the irregularity [9 CFR § 310.25 (b)j found at Zaklady Miesne "Lmeat-Luk6w" 
S.A. (veterinary approval number 06110266): 

In the year 2011, after the audit conducted by the FSIS services, testing of monitoring 
samples for Salmonella in swine carcasses was transferred to the official Regional 
Veterinary Laboratory in Warsaw. Samples are taken by official vetcrinarians on a basis 
of the requirements of the procedure developed by the National Veterinary Research 
Institute in Pulawy, entitled *Rules of testing for the presence of Salmonella in the process 
of verification control in pig slaughterhouses", recognised by the FSIS services 
as equivalent to the requirements of the United States. 
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In the year 2012, monitoring for Salmonella in swine carcasses was started 
on 24.05.2012 and the planned date for the completion of testing is 29.08.2012. Samples 
are sent for testing to the official Regional Veterinary Laboratory in Warsaw. 

2. The District Veterinary Officer in Starachowice, through the Regional Veterinary 
Officer in Kielce, provided the following information concerning the corrective actions 
taken with respect to the irregularities found at the plant of the ANIMEX S.A. Group 
in Starachowice (veterinary approval number 26110201) : 

a) 	 The irregularity concerning the lack of drinking troughs for suspected animals 
(suspect pens) [9 CFR § 413.2 (eJI has been removed by equipping the pens with 
drinking troughs, in order to provide animals with access to water; 

bJ 	 The irregularity concerning the insufficiently described results of SSOP monitoring 
[9 CFR § 416.13 (cJI has been removed in the following way: 

The head of the Quality Control Department reviewed the records of the 
establishment's sanitary state and conducted a training for the Quality Control 
Department employees in terms of keeping the records - Annex No 1. The records 
currently kept con tain a detailed description of the type of contamination - A nnex 
No 2. 

Removal of the above-mentioned irregularities was also confirmed during the audits 
conducted from the dis trict and regional level i.e. the review of the records 
of the establishment's sanitary state (records of pre·operational actions of the sanitary 
state audit and records of corrective actions for the irregularities concerning the sanitary 
state) showed that the records kept con tain a detailed description of the type 
of contamination. Inspection of the lairage confirmed that the pen is equipped with 
drinking troughs. 

3. 	 TRAINING 

Referring to the records on page 3 and page 13 of the report for pork, Le.: 

• ,.The inspection system was not able to produce records documenting completion 
ofongoing training at aU levels of the inspection system". 

• "The eGA did not have official training records to indicate the subject of the training 
or the attendee a/the training at the PVO and DVO levels" 

According to the above· mentioned records in the content of the report, enclosed please 
find the documentation of recent training for respective levels of the Veterinary 
Inspection, which were conducted on a basis of training organised by the GVI with 
participation of the American company HACCP Consulting Group in the years 2009 
and 2011. 
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Annex No 3 - training conducted/rom the district level 

Annex No 4 - training conducted/rom the regional level 

Annex No 5 - training conducted/rom the GV1level 

In view of the above, it should be stressed that the parts of the reports on the lack 
of the documentation of training with regard to its subject-matter and participants 
at individual levels of the Veterinary Inspection are inaccurate, because: 

such the documentation existed both prior to and during the audit and 
is m aintained u ntil now after each training conducted; 

after each training conducted with participation of the BCG company, the GVI , 
in writing, reminds its participants about the obligation to conduct training 
for official veterinarians and the need to provide the GVI with the documentation 
confirming the fact of conducted cascade training. 

In addition, with reference to the text on page 25 of the draft report, i. e. "Evidence ofstaff 
participation in training was available at first level but no evidence of training or training 
records were presented for the subsequent training levels. The ongoing training program 
lacks a mechanism to ensure accurate flow oj information from the trainer to the trainee 
at subsequent levels." 

It should be stressed that training conducted with participation of the HCG company 
is not limited only to the employees of the General Veterinary Inspectorate and regional 
veterinary inspectorates but it is also participated in by the employees of district 
veterinary inspectorates who exercise direct supervision over establishments approved 
for export to the US market. Therefore, it is not possible for the official veterinarian 
participating in cascade training to be a third-tier recipient. In each district where the 
establishment approved for export to the USA is located , there is the DVI employee 
holding a certificate of the completed training, so this employee is a fIrst-tier recipient 
and has an obligation to train official veterinarians. In addition, the rotation of people 
from the level of regions and districts participating in further training organised by the 
GVI is always maintained Le. each subsequent training is participated in by different 
people. This is due to the necessity of training as many Veterinary Inspection employees 
as possible. In addition, the training participants receive in Polish all American 
requirements and presentations which form the starting material to conduct cascade 
training. On the GVI website, the FSIS regulatory requirements are also placed 
to be used by official veterinarians exercising daily supervision at establishments 
approved for export to the US market. 

However, in case of any doubts from the part of the VI field bodies with respect 
to the interpretation of the FSIS requirements, consultations with the FSIS experts 
are conducted through the GYl employees. 

Also, it should be stressed that for financial and logistic reasons there is no possibility 
of organising training which would concurrently cover all official veterinarians exercising 
permanent supelVision at establishments exporting to the USA market. 

GI6wny Inspektorat Wcterynarii, uJ. Ws p61na 30, 00-930 Warszawa 
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However, taking into account the objection of the FSIS services, the Polish party shall 
develop and deliver to the Veterinruy Inspection field bodies relevant instructions laying 
down the conditions to be met by conducted cascade training, including, inter alia, 
the requirement to train newly appointed official veterinarians in terms of supervision 
at establishments approved for export to the US market. 

4 . MICROBIOLOGY 

a) Salmonella 

As it was mentioned in section 1 of this paper, the irregularity found at Meat Plant 
"Lmeat·Luk6w" S.A. (06110266) concerning testing of monitoring samples for Salmonella 
in swine carcasses at a private laboratory was corrected after the audit of the FSIS 
services in 2011. 

The above results from the fact that from the GVI level, the letter ref. GVIbz-52-US-34 
(1)/11 of 5 October 2011 (constitutes Annex No 6) was sent to the competent VI bodies, 
containing instructions on the need of taking official samples for Salmonella from swine 
carcasses by official veterinarians and testing of these samples at official Regional 
Veterinary Laboratories, in accordance with the entry on page 4 of the procedure 
developed by the National Veterinary Research Institute in PuJawy entitled "Rules 
of testing for the presence of Salmonella in the p rocess of verification control in pig 
slaughterhouses", recognised by the FSIS services as equivalent to the requirements of 
the United States. 

However , in view of the fact that Meat Plant "Lmeat-tuk6w" S.A. (06110266) sent 
to the GVI a request for a possibility of performing the above·mentioned testing 
at the private laboratory "Biochemik", the Polish party asks the FSIS services if there is 
a possibility of recognising private laboratories accredited according to the ISO 17025 
standard as competent to perfonn official t ests. 

It should be stressed that the private laboratory "Biochemik" has the s tatus 
of a laboratory approved by the Chief Veterinary Officer and is included in the list placed 
on the General Veterinary Inspectorate website. The link to the list is as follows: 
http://www.wetGVI.gov. pl / index.php?action- art&a id-2059 

Pursuant to art. 25a of the Act on Veterinary Inspection, private laboratories may apply 
for the status of the official laboratory approved to perfonn laboratory tests of given 
types. The conditions for approval by means of an administrative decis ion issued 
by the Chief Veterinary Officer are: 

possession of accreditation by the laboratory according to the ISO 17025 standard 
(accreditation range consistent with the test type specified in the application) 

positive opinion by the competent national reference laboratory (or the EU 
reference laboratory or other na tional reference laboratory situated in other 
Member State where there is no national reference laboratory in Poland) with 
regard to: 

• qualifications of persons performing tests , 
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• fulftlment of the conditions necessary to perform tests, 

• research methods applied by the laboratory; 

report on proficiency testing organised by the national reference laboratory 
(or the EU reference laboratory or other national reference laboratory situated 
in other Member State) 

In connection with the above, taking into account the requirements and conditions 
to be met by laboratories in order to obtain approval, as well as taking into account 
the irregularity specified in the report, please analyse whether the American party allows 
a possibility of testing samples from carcass surfaces for Salmonella at private 
laboratories approved by the Chief Veterinary Officer. In the case of the acceptance 
of this solution, the procedure developed by the National Veterinary Research Institute 
in Pulawy, entitled "Rules of testing for the presence of Salmonella in the process 
of verification control in pig slaughterhouses" (constitutes Annex No. 7) shall be amended. 

bJ Clostridium botulinum 

According to the objection of the FSIS services mentioned in point 10 on page 23 
of the draft report concerning the need Lo perform tests of thermally processed 
commercially sterile (canned) products for Clostridium botulinum., at the beginning, 
I would like to inform you that, as it was rightly stressed by the US party, there 
is no requirement for routine microbiological testing for thermally processed 
commercially sterile (canned) products "There are no requirements for routine 
microbiological testing for thermally processed commercially sterile (canned) products. " 

Among 11 Polish establishments currently approved for export to the US market, 
only 4 establishments expor t thermally processed commercially sterile (canned) products 
to the designated market. Please fInd these es tablishments below: 

I) .Lmeat- Luk6w" SA (06110266) 


2) Wielkopolska Wytwornia Zywnosci ..PROFI" (30 18 41 03) 


3) "SOKOWW· SA Oddzial w Jaroslawiu (WNI 18040201) 


4) Animex Oddzial w Szczecinie (WNI 32 62 02 0 1) 


All these establishments have procedures in place regarding: 

method of performing the thermostat test, taking into account the criteria 

for the evaluation of this test, 


microbiological testing of thermally processed commercially sterile (canned) 

products in the event of a positive result of the thermostat test (bulging, leakage) 

and method of procedure in the event of positive results (inves tigation 

of the cause) and; 


method of dealing with a lot of thermally processed commercially sterile (canned) 

products for which a positive microbiological result was obtained. 

Microbiological testing of thermally processed commercially sterile (canned) products 
includes sulfite-reducing anaerobic bacteria (inter alia, Clostridia group). However, 
individual species of bacteria of the genus Clostridium are not actually identified. 
In the case of obtaining positive results of microbiological testing, a non-compliant 

Ol6wny Inapcktorat Weterynarii, ul. Wap61na 30, 00-930 Warszawll. 

tel.: (0-22) 623-20-88, fax .: (0-22) 623- 14-08, e-mail: wet@wetgiw.gov.pl, www. wetgiw.gov.pI 


www.wetgiw.gov.pI


lot of thermally processed commercially sterile (canned) products is detained and 
an investigation of the cause is conducted. Also, in-house procedures of establishments 
determine the method of dealing \l,rith a non-compliant product in the case of positive 
results for anaerobes, i.e. the entire lot of thermally processed commercially sterile 
(canned) products in which the presence of anaerobes was detected is not placed on the 
market but is detained and managed as waste to be rendered. 

Summing up, microbiological testing of thermally processed commercially stcrile 
(canned) products (including testing for anaerobes) is performed and each time when 
a positive test result for anaerobes is obtained, the cause is determined and appropriate 
actions in relation to a non-compliant product are taken . 

In view of the above and of the fact that the US requirements do not specify the need 
to perform testing for Clostridium botulinum with respect to thermally processed 
commercially sterile (canned) products, the Polish party requests the FSIS services 
to accept the measures adopted in relation to testing of anaerobes in thermally processed 
commercially sterile (canned) products, without further distinction between individual 
species of bacteria of the genus Clostridium. 

5. ADMINISTRATIVE DECISIONS 

With regard to the objection of the FSIS services mentioned in point 5 on page 11 and 
in point 12 on pages 24 and 25 of the draft report for pork, concerning a failure to close 
an administra tive decision within the anticipated time frame: 

• "'(...J In some instances, the inspection personnel failed to follow the established 
procedure by closing the administrative decisions within the specified timeframe.f ... )", 

• .(...J Howeuer, FSIS observed that there was a failure of some PVI/ DVI offices to 
enforce the close out of the corrective action by issuing administrative decision in 
response to rwn-compliance with the sanitation and the microbial follow-up testing 
requirements within specified deadlines." 

• "In some instances, the administratiue decisions were not closed within the specified 
deadline to indicate that identified deficiencies were properly corrected .• 

It is necessary to stress the rightness of the US party's comment as in the light of 
the existing legal regulations there is an obligation to verify and documen t corrective 
actions carried out by the establishment within the time limits set by an administrative 
decision. 

In connection with that, the GVI, in the near future, will remind and provide 
to the Veterinary Inspection field bodies relevant instructions (they will be provided to the 
FSIS 5elVices for inspection) determining the absolute necessity to carry out follow-up 
inspection, in the case of issuance of an administrative decision, which specifies the date 
of removing irregularities, in order to document that identified irregularities have been 
corrected within the time limit specified by the decision. 
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6. COMMENTS ON THE AUDIT WITH REGARD TO THE FUNCTIONING AND 
ACTMTY OF LABORATORIES AND RESIDUE MONITORING PLAN 

With respect to the entries concernin g the supervision over Regional Veterinary 
Laboratories and their functioning u nder the quality management system in accordance 
with the ISO 17025 standard, included on page 14 of the report for pork, it should be 
clarified that Regional Veterinary Laboratories (provincial/regional labs) are part of 
Regional Veterinary Inspectorates managed by regional veterinary officers who are 
responsible for development of tcst types performed at RVLs subordinated to them. The 
entire process takes place in agreement with the evo as well as with reference 
laboratories. The latter, pursuant to art. 33 of the Regulation 882/2004 exercise content­
related supetvision over the functioning of official laboratories and for the majority of test 
types are situated in NVRl in Pulawy. Representatives ofreference laboratories, as part of 
the above-mentioned supervision, shall inspect official laboratories, also by means of on­
the-spot inspection visits. In addition, under the quality management system, audits 
from the part of the PCA (Polish Accreditation Body) are carried out in accredited 
laboratories. Moreover, as part of quality management, internal audits are also carried 
out in laboratories. 

A similar observation refers to the entry contained in point 9 concerning the residue 
control plan (page 20 of the report), whcre the US party mentions the frequency 
of supervisions of the central competent authority in laboratories participating 
in the plan. Representatives of the General Veterinary Inspectorate do not carry out 
audits in laboratories. Supervision and administrative actions are taken on a basis 
of information obtained from the reference laboratory (which carries out inspection 
visits). 

With regard to the instructions for proficiency testing organised for official and private 
laboratories, referred to on page 21 of the report. the Chief Veterinary Officer does not 
draw up such documents. Detailed instructions on performing proficiency testing 
are prepared from time to time by the testing organiser, which for official laboratories 
is the national reference laboratory. 

In addition, with reference to the penultimate paragraph on the same page, it should 
be corrected that the decision on further dealing with a product in which maximum 
residue levels were exceeded, is within the competence of the district veterinary officer 
competent for the p lace of sampling and not, as stated in the report, of the GVI 
representatives. 

7. HACCP AND SSOP 

With regard to the objections of the FSIS services mentioned in points 7 and 8 of the 
draft report for pork and concerning the lack of equivalence with regard to SSOP and 
HACCP, I would like to remind you that the Polish party, at the meeting closing the audit 
in question , informed the FSIS services that incorporation of the entries regarding 
the above-mentioned components into national regulations was a long-term p rocess 
and was not within the competence of the GVI. In connection with that, it was agreed 
that those components would be regulated by way of issuance of the a ppropriate 
instructions or guidelines of the Chief Veterinary Officer for establishments approved 
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for export to the US market, based on the provisions of 9 CFR. After developing 
the guidelines in question (together with the instructions on training), they will 
be provided at a later date to the FSIS services to review and accept the entries. 

8. POULTRY DRAFT REPORT 

Replies to the recommendations contained on pages 23 and 24 of the report concerning 
poultry meat are to be found in points 4, 5, 6 and 8 of this letter. Simultaneously, 
I would like to stress that at present there is no slaughterhouse in Poland interested 
in obtaining approval for export to the USA and one of the inspected poultry plants, i.e. 
Zaklady Przetw6rstwa Miesnego Henryk Kania SA (veterinary approval number 24 10 
03 02) resigned from applying for approval for export to the specified market. 

Sincerely yours, 

DEPUTY 
CHIEF VETERIN"ARY OFFICER 

O t (.-,I -,/ I " 7. VI.. 

C 
/ 

Jaroslaw Naze 

Recipients: 

1) Dr. Andreas Keller, Director, International Equivalence Staff, Food Safety and Inspection 
Service, United States Department of Agriculture, 1400 Independence Avenue, SW, 
Washington, DC 20250·3700, USA 

2) Dr. Shauket H. Syed, Director, international Audit Staff, Food Safety and Inspection Service, 
United States Department of Agriculture, 1400 Independence Avenue, SW, Washington, DC 
20250-3700, USA 

3) Michael Henney, Agriculture 
00-540 Warsaw 

Attache, U.S. Embassy Warsaw, AI. Ujazdowskie 29/31, 

4) Robert Kupiecki, Ambassador, Embassy of the Republic of Poland , 2640 16th Street, N.W., 
20009, Washington, USA 

GI6wny Inspekloral Weterynarii, ul. Wsp61na 30, 00-930 Wans~awa 
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Warsaw, l October 2012 

VETERINARY INSPECTION 

DEPUTY CHIEF VETERINARY OFFICER 

Krzysztoj Jaidi:ewski 

According to the distribution list 

GlWue.080-USA-50j 12( I 0) 

Dear Sirs, 

With reference to the letter GIWue.080-USA-50 /12 (7) of 5 September 2012 con taining 
the remarks of the Polish side to draft repor ts on audits conducted by the FSIS 
from 10 May to 1 June 2011, I would like provide you with the description of follow-up 
measures, which were indicated in the aim letter and kindly ask you for their approval . 

Point 1 and 2 of the letter GIWue ,OBO-USA-50j12(7) of 5 September 201 2 contained the 
description of corrective actions, taken by the establishments. This information was 
prepared on the bas is of documenta tion provided by the regional and district bodies of 
the Veterinary Inspection . The documentation confirms the informa tion provided to the 
US side in the aim le tter and constitutes a proof that the corrective actions had been 
verified by the relevant Regional Veterinary Officers. The documen.tation is included in 
the Annex 1 and Annex 2. 

Point 3 of the letter GIWue.OBO-USA-SOj 12(7) of 5 Septem ber 2012 contained the self­
obligation to develop at the central level the guidelines on conducting training at regional 
and district levels and in point 5 it was proposed to develop the guidelines on closing out 
administrative decisions by District Veterinary Officers in the specified time-frame. To 
address both issues, in the attachment you will find the letter of Deputy evo GIWb.i-52­
US-20j 12(5) of 26 S eptember 2012 along 'Nith its attachments in Annex 3, which were 
sent to the field bodies of the Veterinary Inspection for the implementation. 

Point 4 of the lette r GIWue.080-USA-S0 /12(7) of 5 September 201 2 contained the 
question by Polish side whether there is a possibility of recognizing private laboratories 
accredited according to the ISO 17025 s tandard as competent to perform tests as well as 
a request to accept the measures adopted in rela tion to testing of anaerobes in thermally 
processed commercially sterile (canned) products, without further distinction between 

General Veterinary Inspec torat e , Wspolna Street 30, 00-930 War s aw 

phone.: (0-22) 623-20-88, fax.: 10-22) 623-14-08, e-mail: wet@wetgiw.gov.pl, www.wetgiw.gov.pl 
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individual species of bacteria of the genus Clostridium. In the view of the above, 1 wou ld 
like to renew our request for your reply. 

Point 7 of the letter GIWue.080-USA-SOj 12(7) of 5 September 2012 referred to the lack of 
equivalence with regards to SSOP and HAeCp on the grounds of the lack of the national 
legislation which would require the development and implementation of the SSOP and 
HAeCp plans by establishments, as a prerequisite for approval for export to the USA. 
Th e Polish side has decided to provide the FSIS services with the standard ISO 22000 
entitled: Food safety management systems - requirements for any organization in the food 
chain (ISO 22000; 2005), so that it may be found equivalent. The standard is included in 
Annex 4. 

If FSIS finds the standard ISO 2200 equivalent with the US legislation, the General 
Veterinary Inspectorate shall issue guidelines on the necessity to implement it by 
establishments approved for export to the US market. 

Simultaneously, I would like to kindly remind you that similar procedure took place 
when PSIS determined equivalence of analytical methods in the case of standards ISO 
11290-1, ISO 11290-2, [SO 6 579:2002. 

I am looking forward to your approval of the actions undertaken by the Polish Veterinary 
Service and closing the pork audit file. 

Sincerely yours, 

P VTY . 
RIN ARY OF FICER 

Jnzdi~wski 

Recipients: 

1) Dr. Andreas Keller, Director, International Equivalence Staff, Food Safety and Inspection 
Service, United States Department of Agriculture, 1400 Independence Avenue, SW, 
Washington, DC 20250-3700, USA 

2) Dr. Shauket H. Syed, Director, International Audit Staff, Food Safety and Inspection Service, 
United States Department of Agriculture , 1400 Independence Avenue, SW, Washington, DC 
20250-3700, USA 

3) Michael Henney. Agriculture Attache, 
00-540 Warsaw 

U.S. Embassy Warsaw, AI. Ujazdowskie 29/31. 

4) Robert Kupiecki, Ambassador, Embassy of the Republic of Poland, 2640 16th Street, N.W. , 
20009, Washington, USA 
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