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ABBREVIATIONS AXD SPECIAL TERMS USED IK THE REPORT 


CCA Central Competent Authority (Ministry of Health; Department 
General for Food. Nutrition and Public Veterinary Health) 

MOH Ministry of Health 

E. coli Escherichia coli 

Lm Listeria monocytogenes 

Salmonella Salmonella species 

FSIS Food Safety and Inspection Service 

PRIHACCP Pathogen Reduction SystemsIHazard Analysis and Critical Control 
Points 

NOID Notice of Intent to Delist 

SPS Sanitation Performance Standards 

SSOP Sanitation Standard Operating Procedure(s) 

VEA European Comrnunity/United States Veterinary Equivalence 
Agreement 



1.  NTRODLCTION 

The audit took place in Italy from October 14 through h'otember 17, 2004. 

An opening meeting was held on October 14. 2004, in Rome with the Central Competent 
Authority (CCA). At this meeting, the lead auditor confirmed the objective and scope of 
the audit and the auditors' itineraq, and requested additional information needed to 
complete the audit of Italy's meat inspection system. 

The auditors were accompanied during the entire audit by representatives from the CCA 
(the Ministry of Health, Department of Food. Nutrition and Public Veterinary Health) and 
representatives from the regional and local inspection offices. 

2. OBJECTIVE OF THE AUDIT 

This was a routine annual audit with a special emphasis on microbiology. The objective 
of the audit was to evaluate the performance of the CCA with respect to controls over the 
slaughter and processing establishments certified by the CCA as eligible to export meat 
products to the United States. 

In pursuit of the objective, the following sites were visited: the headquarters of the CCA, 
five regional inspection offices, six local inspection offices, one government residue 
laboratory and five government microbiology laboratories performing analytical testing 
on United States-eligible product, two swine slaughter establishments, and 11 processing 
establishments. 

Competent Authority Visits Comments 
Competent Authority Central 1 Rome 

Regional 5 Tuscany, 
Friuli-
Venezia 
Giulia, 
Veneto, 
Emilia-
Romagna, 
Lombardia 

Local 6 Siena, Udine, Modena, 
Milan, Parma, Cremona 

Laboratories 6 One government 

I 1 I residue, five 
I I I government 

microbiology 
Meat Slaughter Establishments 2 

1 Processing Establishments I11 I 



3. PROTOCOL 

This on-site audit was conducted in four parts. One part involved visits ~ i t h  CCA 
officials to discuss o\-ersight programs and practices, including enforcement activities. 
The second part involved on-site visits to 13 establishments: two m i n e  slaughter and 1 1 
processing establishments. The third part involved visits to one government residue 
laboratory and five government microbiology laboratories. that were. respectively. 
analyzing field samples for residues and microbiology for the establishments certified to 
export product to the U.S. The fourth part involved visits to six local inspection offices. 
five regional inspection offices. and the headquarters of the CCA. 

Program effectiveness determinations of Italy's inspection system focused on five areas 
of risk: (1) sanitation controls, including the implementation and operation of Sanitation 
Standard Operating Procedures (SSOP), (2) animal disease controls, (3) slaughter1 
processing controls. including the implementation and operation of HACCP programs, 
(4) residue controls, and ( 5 )  enforcement controls. Italy's inspection system was assessed 
by evaluating these five risk areas and the performance of the microbiology laboratories 
performing analysis for the U.S. certified establishments. 

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

During the opening meeting, the lead auditor explained to the CCA that their inspection 
system would be audited in accordance with three areas of focus. First, under provisions 
of the European Community/United States Veterinary Equivalence Agreement (VEA), 
the FSIS auditors would audit the meat inspection system against European Commission 
Directive 641433lEC of June 1964; European Commission Directive 96122lEC of April 
1996; and European Commission Directive 96/23/EC of April 1996. These directives 
have been declared equivalent under the VEA. 

Second, in areas not covered by these directives, the auditors would audit against FSIS 
requirements. These include daily inspection in all certified establishments; humane 
handling and slaughter of animals; the handling and disposal of inedible and condemned 
materials; species verification; and FSIS requirements for HACCP, SSOP, and testing for 
generic E. coli, Salmonella species, and Listeria monocytogenes. 

Third, the auditors would audit against any equivalence determinations that have been 
made by FSIS for Italy under provisions of the SanitaryIPhytosanitary Agreement. 
The government laboratories use I S 0  6579 and AOAC 967.25 to analyze for Salmonella 
species. 

4. LEGAL BASIS FOR THE AUDIT 

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



The Federal Meat Inspection Act (21 L.S.C. 601 et seq.) and 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to End), u-hich include 
the Pathogen ReductionJHACCP regulations. 

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

Council Directive 641433lEEC. of June 1964. entitled "Health Problems Affecting 
Intra-Community Trade in Fresh Meat" 
Council Directive 96/23/EC, of 29 April 1996, entitled "Measures to Monitor Certain 
Substances and Residues Thereof in Live Animals and Animal Products" 
Council Directive 96/22/EC, of 29 April 1996, entitled "Prohibition on the Use in 
Stockfarming of Certain Substances Having a Hormonal or Thyrostatic Action and of 
D-agonists" 

5. SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on the FSIS website at the following address: 
h t t p : l l u u ; w , f s i s . u s d a . g o v / R e g u l a t i o n s ~ & ~ P o l i c i e s / F o r e i ~ s l i n d e x . a s p  

The last two FSIS audits of Italy's meat inspection system were conducted in 
October/November of 2002 and AprilIMay of 2003. 

The following deficiencies were observed during the October/November 2002 audit: 

In seven establishments, there were deficiencies with SSOP implementation, 
maintenance, and record keeping. 
In 11 establishments, deficiencies were noted in the areas of construction and 
equipment maintenance, sanitary operations, pest control, lighting and water 
supply. 
In nine establishments, deficiencies were observed regarding HACCP monitoring, 
verification, corrective actions, and record keeping. 
In five establishments, inspectors did not understand the requirements of 
PRIHACCP and therefore were not enforcing these requirements. 

During the most recent audit of Italy, conducted by FSIS in AprilIMay 2003, the 
following deficiencies were identified: 

In one establishment, the forefeet of hog carcasses were contacting platforms and 
employees' boots at the bung-dropping and carcass pre-evisceration stations. 
In one establishment. the overhead rail in the ham washing machine was observed 
with an accumulation of dried pieces of fat and soil. 
Percent recovery results for certain chlorinated hydrocarbon compounds fell 
below the established acceptable limits and no corrective actions were taken. 



6. X4IN FINDINGS 

6.1 Legislation 

The auditors \?-ere informed that the relevant EC Directives. determined to be equivalent 
under the VEA. had been transposed into Italy's legislation. 

6.2 Government Oversight 

6.2.1 CCA Control Systems 

Italy's organizational structure has not changed since the last FSIS audit in AprilIMay 
2003. 

The CCA has control over regional and local office activities and also has the authority 
for certifying and decertifying establishments for export to the United States. The CCA is 
responsible for carrying out inspections of individual establishments and for approving 
and withdrawing the eligibility of individual establishments. The CCA was testing for 
Listeria monocytogenes and Salmonella species on product, and had conducted 
verifications of those certified establishments in which product had been tested positive 
for Lm and of those establishments that had received Notices of Intent to Delist during the 
last FSIS audit. 

6.2.2 Ultimate Control and Supervision 

The CCA has ultimate control over all establishments certified for export to the United 
States. 

Although the Ministry of Health (MOH) had audited the two establishments that received 
the NOIDs, there was no follow-up by the MOH to verify that corrective actions had been 
taken. In addition, the offices within the MOH responsible for audits of meat 
establishments were not performing a sufficient number of audits of establishments 
certified for export to the United States. 

The CCA has the ultimate control over all government laboratories. The following 
deficiencies were found. 

Significant deficiencies were noted regarding government oversight of 
government laboratories, especially regarding control and supervision. 

0 Samples of ready-to-eat products were not being analyzed for both Listeria 
monocytogenes and Salmonella species. 

6.2.3 Assignment of Competent, Qualified Inspectors 

The auditors observed that competent, qualified inspectors were assigned to the 
establishments eligible to export to the United States. 



6.2.4 Authority and Responsibili~ to Enforce the Laws 

The MOH has the authoritlj and responsibilit\. to enforce the laws. The folloming 
deficiencies mere noted. 

In five establishments. the MOH n-as not enforcing FSIS's inspection 
requirements. 
Although the MOH had audited the two establishments that had received the 
NOIDs, there had been no follow-up audits by the MOH to verify that corrective 
actions had been taken. 

6.2.5 Adequate Administrative and Technical Support 

No deficiencies were identified. 

6.3 Headquarters Audit 

The auditor conducted a review of inspection system documents in the headquarters, 
regional, local, and in-plant inspection offices. The records review focused primarily on 
food safety hazards and included the following: 

Internal review reports; 
Supervisory visits to establishments that were certified to export to the U.S.; 
Training records for inspectors and laboratory personnel; 
Animal disease status; 
Supervisory visits to U.S. certified establishments; 
Label approval records such as generic labels, and animal raising claims; 
New laws and implementation documents such as regulations, notices, directives 
and guidelines; 
Official communications with field personnel, both in-plant and supervisory, in 
U.S. certified establishments; 
Sampling and laboratory analyses for residues; 
Sanitation, and slaughter inspection procedures and standards; 
Species verification policy; 
Export product inspection and control including export certificates, and 
Enforcement actions. 

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

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited a total of 13 establishments. Two were swine slaughter and 11 
were processing establishments. None of the 13 establishments was delisted. Two 
establishments received a Notice of Intent to Delist (NOID) from the MOH because of 
SSOP and SPS implementation deficiencies. The specific deficiencies are noted on the 
attached individual establishment reports. 



8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

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

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

The following residue laboratory was reviewed: 

The Instituto Zooprofilattico Sperimentale (IZS), a government laboratory located 
in Brescia, was conducting analyses of field samples for residues. 

No deficiencies were noted. 

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

The following microbiology laboratories were reviewed. These laboratories were 
conducting analyses of field samples for Listeria monocytogenes and Salmonella. 

IZS, Teramo 
IZS, Brescia 
IZS, Pordenone 
IZS, Mantova 
IZS, Parma 

The following deficiencies were noted. 

Central government oversight of the government laboratories was deficient, 
especially regarding control and supervision of the regional laboratories. 
The central laboratory in Rome, which is currently responsible for oversight of the 
other government laboratories, is not accredited. 
Samples of ready-to-eat products were not being analyzed for both Listeria 
monocytogenes and Salmonella. 
An incorrect media was being used to test samples for Listeria monocytogenes. 

9. SANITATION CONTROLS 

As stated earlier, the FSIS auditor reviews five areas of risk to assess an exporting 
country's meat inspection system. The first of these risk areas that the FSIS auditor 
reviewed was Sanitation Controls. 



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

In addition, Italy's inspection system had controls in place for water potability records. 
chlorination procedures, back-siphonage prevention, light, ventilation. plumbing and 
sewage, water supply, ante-mortem facilities, outside premises, and condemned product 
control. 

9.1 SSOP 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOP were met, according to the criteria employed in the U.S. domestic inspection 
program. The SSOP in all 13 establishments were found to meet the basic FSIS 
regulatory requirements, with the following deficiencies. 

In two establishments, implementation of SSOP to prevent product contamination 
was deficient. 

9.2 EC Directive 641433 

In eight establishments, the provisions of EC Directive 641433 were effectively 
implemented. In the other five establishments, deficiencies were identified. Specific 
deficiencies are noted in the attached individual establishment reports. 

In one establishment, deficiencies in establishment grounds and pest control were 
observed. 

In two establishments, deficiencies in dressing roomsllavatories were observed. 

In two establishments, deficiencies regarding equipment and utensils were 
observed. 

In four establishments, deficiencies in sanitary operations were observed. 

In two establishments, deficiencies in employee hygiene were observed. 

10. ANIMAL DISEASE CONTROLS 

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

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

11 



11. SLAUGHTERPROCESSKG COSTROLS 

The third of the five risk areas that the FSIS auditors rebiewed was Slaughter/Processing 
Controls. The controls include the follouing areas: ante-mortem inspection procedures: 
ante-mortem dispositions; humane handling and humane slaughter; post-mortem 
inspection procedures and dispositions; ingredients identification; control of restricted 
ingredients. formulations, processing schedules, equipment. and records; and processing 
controls of cured, dried. and cooked products. 

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

1 1.1 Humane Handling and Humane Slaughter 

No deficiencies were identified regarding humane handling or humane slaughter 

1 1.2 HACCP Implementation 

In one establishment, the pre-shipment review for sliced ham was performed with 
CCPs used for whole hams. 

1 1.3 Testing for Generic E. coli 

No deficiencies were identified regarding the testing program for generic E. coli. 

1 1.4 Testing for Listeria monocytogenes 

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

1 1.5 EC Directive 641433 

In all establishments, the provisions of EC Directive 641433 were effectively 
implemented. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditors reviewed was Residue Controls. 
These controls include sample handling and frequency, timely analysis, data reporting, 
tissue matrices for analysis, equipment operation and printouts, minimum detection 
levels, recovery frequency, percent recoveries, and corrective actions. 

The Institute Zooprofilattico Sperimentale (IZS.) a government laboratory located in 
Brescia, was conducting analyses of field samples for the presence of residues. KO 
deficiencies were observed. 



0 

Italy's National Residue Control Program for 2004 was being followed and mas on 
schedule. 

12.1 EC Directive 96/22 

In the Instituto Zoopro$lattico Sperimentale (IZS). a government residue-testing 
laboratory located in Brescia, the provisions of EC Directive 96/22 were effectively 
implemented. 

12.2 EC Directive 96123 

In the Instituto Zooprofilattico Sperimentale (IZS), a government residue-testing 
laboratory located in Brescia, the provisions of EC Directive 96/23 were effectively 
implemented. 

13. ENFORCEMENT CONTROLS 

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

13.1 Daily Inspection in Establishments 

Inspection was being conducted daily and was well-documented in all 13 establishments. 

13.2 Testing for Salmonella Species 

Italy has adopted the FSIS regulatory requirements for testing for Salmonella with the 
exception of the following equivalent measure: 

The government laboratories use I S 0  6579 and AOAC 967.25 to analyze for 
Salmonella. 

Two establishments were required to test for Salmonella in raw product. No deficiencies 
were identified regarding the testing program for Salmonella in raw product. 

13.3 Species Verification 

At the time of this audit, Italy was required to test product for species verification. 
Species verification was being conducted in those establishments in which it was 
required. 

13.4 Monthly Reviews 

During this audit, it m-as found that in all 13 establishments, monthly supervisory reviews 
of certified establishments were being performed and documented as required. 



13.5 Inspection System Controls 

The CCA had controls in place for the preyention of commingling of product intended for 
export to the United States with product intended for the domestic market. 

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

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

In five establishments, the Ministry of Health was not enforcing FSIS's inspection 
requirements. 
In two establishments, the MOH had found deficiencies through their audit 
process, but had not verified that corrective actions had been taken. 

14. CLOSING MEETING 

A closing meeting was held on November 17, 2004, in Rome with the CCA. In this 
meeting, the preliminary findings and conclusions from the audit were presented by the 
lead auditor. 

The CCA understood and accepted the findings. 

Dr. Oto Urban 
International Audit Staff Officer 



15. ATTACHMENTS TO THE AUDIT REPORT 

Individual Foreign Establishment Audit Forms 
Individual Foreign Laboratory Form-Residue Laboratory 
Foreign Country Response to Draft Final Audit Report 



Dipadimento Alinenti e Sicurezza Brescia, Italy 

Dr. Oto Urban / Dr. Roberio Piro, Head of the Residue Degt . Dr. Fillippo Castoldi, Re~ional  Ofice 

Residue CodeiName b 
1 1 1  200 203 300 400 500 


3EVIEW ITEMS ITEM # 
Sample Handling 01 A A A A A A A 

Sample Frequency 021 1 g - T  
A A A A A A 

A A A A A A 

Compositing Procedure 

Interpret Comp Data 1 $b05
I
I 

Data Reporting 06 A 

Acceptable Method 

Correct Tissuejs) 

Equipment Operation 09 % I A> 
w A

Instrument Printouts 10 

Minimum Detection Levels 

Recovery Frequency 

Percent Recovery 
I 

Check Sample Frequency 

All Analyst WICheck 
Samples 

Corrective Actions 

International Check A 7 I r-7 
I 1 n

Samples 
I I I 



P S 

REVIEW DATE NAME OF FOREIGN LABORATORY FOREIGN COUNTRY LABORATORY REVIEW 
11/03/2004 nstituto Zooprofilatt~co Spe r i~en ts le  1 Della Lonbarda e Della Emiiia Romagna 

I 
FOREIGN GOV'T AGENCY CITY 8COUNTRY ADDRESS OF LABORATORY 
Dlparbmento Ahmenti e 
Sicurezza 

8rescla, Italy Via Banch~r 'I C 
25'24 Bresc~a Lornbarca t a y  

NAME OF REVIEWER NAME OF FOREIGN OFFICIAL 
Dr. Oto Urban Dr. Roberto Piro, Head of the Residue Dept., Dr Filiippo Castoldi, Regional Ofrice 

RESIDUE ITEM NO. I COMMENTS 

N = not reviewed at this time. 

F S S  FC.RM 552C-A ,9CE) Fa;e 2 
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Unr ted  Sta tes  D e o a r t m e n t  c i  Agrialture 
F o x  Saiery a n d  I n s p e c i o n  Serv ice  

Foreign Establishment Audit Checklist 
1 ESTAEL!StME\rT NAME AND L X ~ T  CN 2 AiJC:lT DATE 3 ESTAEL8SbME\TN O  4 NAME OF C O L h T R Y  

Principe di San Daniele S.p..A., 10 -21  - 03 -"-7niL Italy 
-San Danielle del Friuli. Udine: 5 NAME 3 F  A I I D I T O I S ;  6 TYPEOFAUDIT 

Friuli Venezia Giulia, 
Italv Dr. Oto Urban X o h - S I T E A U D I T  7-DOCUMENT AUDIT 

L_ 
, , 

Place an X in the Audit  Results b lock t o  indicate noncompl iance wi th requirements.  Use  0 if n o t  applicable. 
Part A -Sanitation Standard Operating Procedures (SSOP) Addit Part D - Continued A U ~ I  

Basic Requirements R~S, ts Economic Sampling ResAs 

7. Written SSOP 33 Scheduled Sample 

8 Records documentng implementation I 34. Speces Testing n 
9 Signed and dated SSOP, by m-site or overall authority 35 Residue n 
Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements I

Ongoing Requirements 
10 Implementation of SSOP's, including monitoring of implementation 36. Export 

11. Maintenance and evaluation of the effectiveness of SSOP's 
-

12 Correct~ve action when the SSOPs have faled to prevent direct 
pmduct cortaminatlm or aduiteration 1 38 Establishment Grounds and Pest Control i 

13 Daly r c o r d s  document item 10 11 and 12above 39 Establishment Construction/Maintenance 

Part B - Hazard Analysisand Critical Control 40 LightI
Point (HACCP) Systems - Basic Requirements 

14 Developed w d  implemented a written HACCP plan 

15 Contents of the HACCP list the f w d  safety hazards 
1 

42 Plum bing and Sewage I 

criticd control pants critlcal limlts pocedures cnrrecbve actlons 

16 Records documenting impbmentation and monitoring of the 43 Water Supply 

HACCP plan 
44. Dressing R m m S I L a ~ t o r l e S  X 

17 The HACCP plan is sgned and dated by the responsible 
establishment indivdual 1 45 Equipment and Utens~ls X 
Hazard Analysis and Critical Control Point 
(HACCP) Systems - Ongoing Requirements 46. Sanitary Operations i -

18 Monitoring of HACCP plan 
47. Employee Hygiene 

19 Venficabon and vaidaton of HACCP plan 
48. Condemned Product Control 

20. Corrective action written in HACCP plan. 

21. Reassessed adequacy of the HACCP plan Part F - Inspection Requirements 

22 Records docurnmting the written HACCP plan m n i t o r i w  of the X 49 Government Staffing 
cr i t~calconb-o p in ts  dates and tmes cf speafic event occurrenzes 

Part C - Economic IMolesomeness 50 Dally lnspectim Coverage 
-

23 Labeling - Product Standards 
51. Enforcement i x 

24. Labeling - Net Weights I 
I

52 Humane Handling 025 General Labelina 
-. 

26. Fin. Prod StandardsiBoneless (Defeds IAQUPak Sk~nslMoisture) 53 Animal Identification 0 

Part D -Sampling 

Generic E. coli Testing 54 Ante Mortem Inspc t ion  I 0 

27 Wr~tten procedures 0 55. Post Mortem lnspc t ion  
I 
0 


25 Sample Colbction/Analys~s n 
Part G - Other Regulatory Oversight Requirements 

29 Records n -
Salmonella krformance Standards - Basic Requirements 

6 Europan Commun~ty Drectives X 

30 Corrective Ac t  ons n 57 Mcnthly Review 

F S I S - 5003-6(04/Cj4,'20C2) 
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FSlS 5COC-6 (C4t0412002) Page 2 of 2 

60 Observar~o-of the Es:abl~shment 

Italy. Est. 205L 10-21-04 

22 5 1 The establishment n as usmg the crit~cal limits for tihole hams when performmg the pre-sh~pment rekieu s for sliced 
prosciutto ham, documentation of these mproper pre-shipment reJ leu s was also attached to U S export certificates 
Prompt correctme action was scheduled [Regulaton reference 9CFR 317 5(c)] 

43 5 1'56 A broken waste receptacle was obsened in the ham-salting area. The establishment management corrected this 
irnmediatelq. [9CFR 416.2(h)(3): C 'D 64 433 EEC Annex 1, Chapter III(3)(c)] 

45 51 '56 Plastic containers were being used for both edible and inedible product and were not clearlq marked according to 
their intended use. A metal container used for inedible salt was also not marked according to its intended use. The 
establishment management took no immediate corrective actions: the MOH inspection official ordered corrections. 
[9CFR 416.3(c): C,D 64 433 EEC Annex 1, Chapter III(4)I 

46/56 Heavy, dripping condensation was observed directl) over the prosciutto boning line following a lunch break. The 
establishment management took no immediate corrective actions until ordered to do so by the MOH officials. [9CFR 
4 l6.4(d); CID 64'433 EEC Annex 1, Chapter III(3)l 

6 5  1/56 The water temperature in a sterilizer in the boning room was 76°C; a water temperature of 82°C is required. 

Following the audit, the MOH officials issued to the establishment management a Notice of Intent to Delist if adequate actions 
to correct the HACCP and SSOP implementation deficiencies are not taken within 30 days of this audit. 

61. NAME OF AUDITOR 62. AUDITOR SIGYATURE AND DATE 
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b n r t e a  S:ates D e p a i i r n e n t  of A g i a l t - r e  

Fooc Safe ty  a n b  l n s p e d ~ o nS e v i e  

Foreign Establishment Audit Checklist 
- -. 

' ES-ABL SFWELT N A V E 4 U 2  LXATICIU 2 A J 3 T  2A-E 3 ESTABLSIVEIUT YS Y n V E  CF C 3 L h - R V  

MEC Carnl. 1 1 - 1 0 - 0 4  3C1 'd s Italq 
Macana. Manto\ a. 5 h k M E  OF A J ~ I T O R , S )  6 TVPE O F A L S I -  

Lombardia, - -
Italq Dr Oto Urban Y ON-SI-E ~ U C I T  DOCUMEWT AUCi T 

-- A 

Place an X rn the  A u d ~ tResults b lock t o  rnd~catenoncomp l~ancewrth requirements Use  0 ~f n o t  appl~cable.  
- -.--
Part A -Sanitabon Standard Operating Rocedures ( S S m )  A L ~  Part D - Continued AUSIIt 

Basic Requirements Resdlts Economic Sampling R ~ S U ~ ~ S  
-

7 Written SSOP 33 Scheduled Sample 

8 Records documentng implementation 34. Speces Testing 0 
-

9 Signed and dated SSOP by m-si te or overall authority 35 Residue 

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

10 Implementation of SSOP s includng monitoring of implementation X 36 Export 

11 Maintenance and evaluation of the effecbveness of SSOP s 37 Import 

12 Corrective action when the SSOPs have faied to prevent direct 
38 Establishment Grounds and Pest Control 

product contaminatim or aduherat~on 

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

Part B - Hazard Analysisand Critical Control 40. Light 

Point (HACCP) Systems - Basic Requirements 
41 Ventilation 

14. Developed and implemented a wntten HACCP plan 

15 Contents of the HACCP list the f m d  safety hazards 42 Plumbing and Sewage 
mt icd  control pants critical limits pocedures mrrecbve actions 

16. Records documenting implementation and monitonng of the 43 Water Supply 

HACCP plan. 
44. Dressing RmmsILavatories 

17, The HACCP plan is sgned and dated by the responsibie 
establishment indivdual. 45. Equipment and Utensils X 
Hazard AnalysG and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 Sanitary Operations I 

18 Monitoring of t!ACCP pian. 
47. Employee Hygiene 

19. Verification and vahdation of HACCP plan. 
48 Condemned Product Control 

20. Corrective action wr~tten in HACCP plan. 

21. Reassessed adequacy of the H X C P  plan. I Part F - Inspection Requirements 
I 

22  Records documenting the wrltten HACCP plan monitoriw of the 49. Government Staffing 
crit~cal control p i n t s  dates and tmes d specific event occurrences 

Part C - Economic I \Mlolesomeness 50 Daily lnspect im Coverage 

23 Labeling - Product Standards 
-- 51. Enforcement X 

24 Labd~ng- Net We~ghts  
52. Humane Handling 

25 General Labeling 

26  Fin Prod StandardsiBoneess (DefectsIAQLIPak Skins/Moisture) 53. Animal Identification 

Part D -Sampling 
Generic E. co l i  Testing 54 Ante M o r t m  lnspc t ion  

27  Written Procedures 55 Post Mortem Inspection 

28 Sample Colbction~Analysis 
Part G - Other Regulatory Oversight Requirements 

29 Records 

X

Salmonella Performance Standards - Basic Requirements 

56 European Community Drectives 

30 Corrective Actions 57 Mcnthly Review 

31 Reassessment 58 

32 Wrtten Assuraice 

FSIS-50~0-6(04m;2002) 
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60. Observation of the Estabiishmei! 

Italy. Est. 304hI. S 11-10-04 

Fresh meat was contacting the floor in the receiving cooler. This was corrected bq- the establishment mana, oement 
officials. [Regulatory reference: 9CFR 4 16.131 

10 5 1 (A) An emplo) ee u as observed to contaminate his hands bq contacting the floor and a naste receptacle and 
subsequentl> handling edible-product without l~ashing his hands. This was not corrected immediatelq. either by the 
establishment management or by the MOH offic~als. [9CFR 4 16.131 

(B) An exposed ham was contaminated through contact u ith a cart. This was not corrected immediately. either by the 
establishment management or by the MOH officials. [9CFR 4 16.131 

(C) The electric cord for the carcass-splitting sa\+ v as contacting the floor and subsequently the passing carcasses. 
The MOH officials took immediate corrective actions. [9CFR 4 16.131 

45'56 An edible product container was observed on the floor in the boning room. An establishment employee corrected this 
immediately. [9CFR 416.3(c); C'D 64 433 EEC Annex 1, Chapter 111, 3(c)] 

Following the audit, the MOH officials issued to the establishment management a Notice of h t en t  to Delist if adequate actions 
to  correct the HACCP and SSOP implementation deficiencies are not taken within 30 days of this audit. 

61 NAME OF AUDITOR 62 AUDITOR SIGNATURE AND DATE 

Dr Oto Lrban 



-- -- - - -- - 

- - - - - 

-- 

-- 

-- 

-- 
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Un~ted States Depatrnent cf Agriclilture 
Faod Safe?)/ and I rsped!on S e r v ~ e  

Foreign Es t ab l i shmen t  Audit  Checkl i s t  
ESTABLlSclVEU- h L h l E A N D  L a A -  ON 2 A J D T  DA-E 3 ES-AELlSHMEhlT NO 4 hAME 3 F  C 3 L 4 T R Y  

.4glco la Tre L'alli soc. coop a r 1 10-28-34 363L Ital) 
Vlllafianca. Verona. 5 NAME OF GJDTOR(S)  6 -YPE OF A J D  T 

-

Yenetto. - -
Ita l l  Dr. Oto Urban ON-SITEAUDIT 1 D O C U M W ~AUDIT 

Place an X in the Audit  Resul ts  b lock  t o  indicate noncompl iance with requ i rements .  U s e  0 if not  applicable 
Part A -Sanitation Standard Operating Procedures (SSOP) Amt Part D - Continued ALCI t 

Basic Reauirements Result Economic Sampling Resuits 

7 Wr~t ten  SSOP 

8. Records dccumentng implementation 

9 Signed and dAed SSOP by m-site or overall authority 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

10 Implementation of SSOP's, lnciudng monitoring of ~mpementat ion 

11 Maintenance and evaluation of the effechveness of SSOPs 
-

12 Correctiveaction when the SSOPs have faied to prevent direct 
p ~ d u c tcontaminatim or adukeration. 

13 Daly records document item 10 11 and 12above 

Part B - Hazard Analysisand Critical Control 
Point (HACCP) Systems - Basic Requirements 

14 Developed and implemented a wr l t tm HACCP plan 

15. Contents of the HACCP list the f m d  safety hazards, 
criticd conbol pants, critical l im~ts,  p o c e d w e s  corrective actlons. 

16 Records documenting impbrnentation and monitoring of the 
HACCP plan. 

17 The HACCP plan 1s sgned and dated by the responsible 
establishment indlvdual 

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

18 Monitoring of HACCP plan 

19 Verification and vaidatlon of HACCP plan 

20. Corrective actlon written in HACCP plan. 

21. Reassessed adequacy of the HACCP plan 

--- Equipment and Utensils I 

46. Sanitary Operations 

47 Employee Hyg~ene 

48 Condemned Product Control ~ 

33 Scheduled Sample 

34 Speces Testing 0 

35 Residue n 

Part E - Other Requirements 

x 36 Export 

38. Establishment Grounds and Pest Control 

39 Establishment Construct~oniMaintenance 

40. Light 
I 

I 42 Plumbing and Sewage 

43. Water ~ u p p i y  I 

44. Dressing RmmsILavatories 

I45. 

22. Recor& documenting: a e  written HACCP plan, monitoriy of the 
critical contol  p in ts ,  dates a d  tmes d specific event occurrences. 

.-

Part C - Economic I hholesomeness 
23. Labeling - Roduct Standards 

24. Labdng - Net Weights 

25. General Labeling 1 

26. Fin. Prod. StandardsIBoneless (Defeds/AQUPcrk Sk~nshloisture) 

Part D -Sampling 
Generic E. col i  Testing 

27 W r ~ t t e nProcedures 

28 Sample Colbction/Analysis 

29 Records 

Salmonella Performance Standards - Basic Requirements 

30 Corrective Actions 

31 Reassessment 

32 Wrf,:er Assurance 

FSIS- 5003-6(041G4,2002) 

Part F - Inspection Requirements 

49. Government Staffing 

50 Dally Inspectim Coverage I 

51 Enforcement X 

52. Humane Handling 
I n 

53. Animal loentiflcation 0 

54 Ante M o r t a  lnspectlon 0 

0 55 Post Mortem lns~ec t ion  0 

n 
n Part G - Other Regulatory Oversight Requirements 

.-

6 Europan Commun~ty Directives 

0 i7 Mcnthly Review 

0 
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50 Observation 3f h e  Establishment 

Italy, Est. 363L 10-28-01 

10 5 1 Grease stains ere obsen ed on three fresh hams that had passed the inspection point The establishment officials took 
correcti\ e actions. [Regulatoq reference: 9CFR416 13c)l 

61 NAME OF AUDITOR 

Dr Oto Urban 
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1 ESTbBLlSHMEUT K k N E A h D  LCCATIGN i AUDIT ;ATE 

Salumificio B r i a n t e o  S.p.A. 11-2-04 

Garbagate Monastero. Lecce? --
NAME OF ALDI;R:S)5 

Lombardia, 
Italy 

Place an X in the Audi t  Resul ts b lock  t o  ind ica te  noncompliance withrequirements. 
Part A -Sanitation Standard Operating Rocedures (SSOP) 

Basic Requirements 
7 Written SSOP 

8 Records docurnentng implementation 

9 Signed and dated SSOP, by cn-slte or overail authority 
-

Sanitation Standard Operating Procedures (SSOP) 
Onaoina Reauirements 

10, Implementation of SSOP's including monitoring of implementation. 

11. Maintenance and evaluation of the effectiveness of SSOP's 
.-

12. Corrective action when the SSOPs have faied to prevent direct 
product contaminatlm or aduiteration. 

13 Daly records document item 10, 11 and 12above 

Part B - Hazard Analysis and Critical Control 
Point (HACCP),Systems - Basic Requirements 

14. Developed a n d  implemented a written HACCP plan . 
15. Contents of the HACCP list the f m d  safety hazards, 

c-~t icd control pants,  critical limits, ~ o c e d u r e s  mrrecbve actions. 

16 Records document~ng irnpbrnentation and rnonitonng of the 
HACCP plan 

17. The HACCP plan is sgned and dated by the responsible 
establishment indivauai. 

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

18. Monibnng of HACCP plan. 

19. Verification and vaidation of HACCP plan 

20. 

21. 

22 

23 

24 

25 

26 

Corrective action written in HACCP plan. 

Reassessed adequacy of the HACCP plan. 

Records documenting me written HACCP plan monitoriq of the 
critical con to l  p i n t s  dates and trnes ci specific event ocwrrerces 

IPart C - Economic / hholesomeness 
Label~ng- Proauct Standards 

Labding - Net We~ghts  

General Labeling 

Fin Prod StandadsIBoneiess (DefectsiAQLiPcrk Skinsmiloisture) 

Part D -Sampling 1 
Generic E. coli Testing 1 

27. Written Procedures 

28. Sample ColkctioniAnaiysis 1 

29 Records 

Salmonella Performance Standards - Basic Requirements 

30 Corrective Act iors 

32 vVrR:en Assurance 

F S I S - 50m-5 (OA'04,'2002) 

U M e d  S t a t e s  D e s a m e n :  of Ag:c.lture 

F o c d  Sa'ety a n d  I I s p e s i o . 1  S e v a  

Foreign Establishment Audit Checklist 
3 ESTA3LlSHMEYT NO 4 NAME CF C 3 U N T 3 Y  

48?L Italy 
-. .- -- . 

6 T"=E ~ F A U D I T  

Dr. Oto Urban ON-SITEAUDIT DOCUMENT AUDIT - 2 

Use 0 if not  applicable. 
Part D - Continued AAAWII 

Resulk Economic Sampling Results 
-

33 Scheduled Sample 

35. Residue 
-.-

Part E -Other Requirements 
-

36 Export 
-

37 l m ~ o r t  

38. Establishment Gromds and Pest Control I 
39. Establishment ConstructionlMaintenance 

40 Light 

41 Vent~lation 

42 Plumbing and Sewage 

43. Water Supply 

44 Dressing Rmms/Lavatories 

45 Equipment and Utenslis 

46. Sanitary operations 1 
I 

47 Employee Hygiene 

48. Condemned Product Control 

I1Part F - Inspection Requirements 1 1  
49 Government Staffing 

50 Daily lnspect im Coverage 

51 Enforcement 

52 Humane Handling n 
53 Animai dent~ f ica t~on 0 

54 Ante Mortem Inspectlon 0 

0 55 Post Mortem lnspc t ion  0 
0 

Part G - Other Regulatory Oversight Requirements 
n 

r6 Europan Community 5rect ives 

n 57 Mcnthiy Fieview 

0 



-- -- -- - -- 
FSlS 5000-6 (0410412002) Page 2 of 2 

60 Observat~orof the Estamshment 

Iraly. Est. 482L 11-2-04 

S o  comments were necessary. 

.- -

61. NAME OF AUDITOR 62. AUDITOR SIGNATURE AND DATE 

Dr Oto Urban 
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United S:a:es Departmeit of Agr~alture 
Fcrod Safety and l r s ~ e s r o nSerm? 

Foreign Establishment Audit Checklist 
1 ESTABLlSt,ME\iT PYAMEAND _CCATON 2 AJDlT D A -  3 ESTABLISHVENT ;VO 4 NAME CF CCCh-3"  

Marte l l i  S p A . l i - 8 - 0 4  h33 \I S Italq 
DOSO~O,b h t o \  a. 5 NAME OF ALDITOR(S) 6 T Y E  OFAtJClT  

Lombardia. - -
Itall Dr Oto Urban -I ON SITE AVC T 3 O C J M D T  AUDIT -

Place an X I n  the A u d ~ tResults b lock  t o  ~ n d l c a t enoncompliance w ~ t hr e q u i r e m e n t s .  U s e  0 ~f not  applcable.  

Part A -Sanitation Standard Operating Rocedures (SSOP) Ad~, Part D - ~ o n t n G d  Addl! 

Basic Requirements RSUI~: Economic Sampling Resdlts 

7 Wr~t ten  SSOP 33 Scheduled Sample 

8 Records documentng mplementation 34 Speces Testing n 
9 Signed and dated SSOP, by cn-site or overall authority 35 Residue 

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

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

11. Maintenance and evaluation of the effecbveness of SSOP's. 37 Import 

12. Corrective actionwhen the SSOPs have faled to prevent direct ! 
38 Establishment Grounds and Pest Control 

p ~ d u c tcontaminaticn or adulteration. 

13. Daly records document item 10, 11 and 12 above. 39 Estabiishment ConstructionIMaintenance 

Part B - Hazard Analysis and Critical Control 40 Light 

Point (HACCP) Systems - Basic Requirements I 
41 Ventilation 

14 Developed and implemented a wntten HACCP pian 

15. Contents of the HACCP list the f w d  safety hazards, 42 Plumbing and Sewage 
c n t ~ c d  conto l  pcints, crit~cal limits, procedures, mrrecbve actlons 

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

HACCP pian. 

17. The HACCP plan is sgned and dated by the responsible 
establishment ind~vilual. 45 Equipment and Utensils 

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

18. Monitoring of HACCP plan. 
47 Employee Hygiene 1 

-

19. Verification and vaidation of HACCP plan. 
48 Condemned Product Control 

20. Correctiveact~on written in HACCP plan. I 1 1  
11 

21. Reassessed adequacy of the HACCP plan. Part F - Inspection Requirements 

22. Records docummting: the written HACCP plan, monitorirg of the 49 Government Staffing 
critical con to l  points, dates and tmes d specific event ocwrrerces I 

Part C - Economic IVkholesomeness 50. Dally lnspect im Coverage 
-

23. Labeling - Roduct Standards 
51. Enforcement x


24. Labding - Net Weights 
52. Humane Handling 

25. General Labeiing ~ 
26 Fin Prod StandardsIBoneless (DefectslAQLIPcrk SkinsA4oisture) 53 Anmai  Identification 

-= 

Part D -Sampling I 

Generic E. coli Testing 54 Ante M o r t m  lnspc t ion  

27 Written Procedures 55 Post M o r t m  lnspc t ion  x 
28 Sample ColkctionIAnaly sis --

Part G - Other Regulatory Oversight Requirements 
29 Records 

X
Salmonella Performance Standards - Basic Requirements 

56. Europan Community Drec!ives 

30 Corrsctive Actions 57. Mcnthly Review 

31 Reassessmen: 

32 Wrntei  Assurance 

FSIS- 5003-6(04D4'2002) 

.-
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60 Observation of the Establishment 

Ital). Est. 633-M S 11-6-04 

16 51 56 An old, loose piece of plastic tape -as obsened over an edible fat container. The establishment officials 

scheduled prompt correction. [Regulatorq reference: 9CFR316.4(d): C D 63 333 EECAnnex 1, Chapter 1111 


51 55 Hair was obsened on three hams in the cooler and the boning room. The MOH officials took corrective actions. 

[OCFR 310.181 

61 NAME OF AUDITOR 

Dr Oto Lrban 
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United S:ates Department of Agr icu l tu re  

Food Safety and I nspecton Service 

Foreign Establishment Audit Checklist 
1 ESTAB?>SHMEVThPVE ANC L E A - 3 N  2 4L;IT DA-E 3 ESTASLSHVEN- Y C 4 I A M E  3 F  ZClLY-i iY 

Ro\ agnatl S p.A. 1 1 - 5 - 0 1  508L Italq 
pp
B~assono, Milan. 5 NAME o i  A U D I T O R ( S )  s -YPE OF A L ~ I T  

-- .. 

Lombard~a, - -

Itah Dr Oto Urban -Y O N - S I T E A U D I T  DOCJVENT AUD T 
d 

Place an X in the Audit  Results b lock  t o  indicatenoncompl iance with r e ~ u i r e m e n t s .Use 0 if no t  applicable. 
-

Part A -Sanitation Standard Opmting Procedures (SSOP) AUC t Part D - Continued AJCI: 

Basic Requirements Res~lti Economic Sampling 
--

Res~ts  

7 Written SSOP 33 Scheduled Sample 

8 Records docunentng mplementation 34 Speces Tes t~ng n 
9 Signed and daed SSOP by m-sl te or overall author~ty 35 Res~due n 

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

IOngoing Requirements 
10 Implementation of SSOP s includng mon~torlng of implementation 36 Export 

11 Maintenance and evaluaton of the effectiveness of SSOPs 37 Import I 
12 Corrective ac t~on when the SSOPs have faled to prevent d~rect  

38 Estabhshment Grounds and Pest Control 
plmduct contam~natim or adukerat~on. 

13 Daly records document Item 10, 11 and 12above. 39 Establishment ConstructioniMalntenance 

Part B - Hazard Analysis and Critical Control 
Point (HACCP) Systems - Basic Requirements 

41. Ventilation 
14 Developed and mplemented a wr~tten HACCP plan 

15 Contents of the HACCP Ilst the food safety hazards 42 Plumbing and Sewage 
critlcd contol  pants critlcal llmlts pocedwes cnrrecWe act~ons I 

I16 Records documenting implementation and monltorlng of the 43 Water Supply 

HACCP plan 
- 44 Dressng RmmsiLamtor les 

17 The HACCP plan IS sgned and dated by the respons~ble 
establ~shment ~ndivdual 45. Equipment and Utensils 

Hazard Analyss and Crit~cal Control Point 
I 

(HACCP) Systems -Ongoing Requirements 
18 Mon~tonng of HACCP plan 

47 Employee Hyg~ene 

19. Venficabon and vaidation of HACCP plan. 
48 Condemned Product Control 

20. Correct~veaction written ~nHACCP pian. i 
I21. Reassessed adequacy of the HACCP plan Part F - Inspection Requirements 

I 

1 1  I 

22. Records documenting' a e  written HACCP plan, m o n l t o r i ~  of the 49 Government Staf f~ng 
critical c o n t o  p ln ts ,  dates and tines d spec~ficevent occurrerces. 

Part C - Economic 1Vholesomeness 50 Daily Inspectla1 Coverage I 
23, Labeling - Product Standards I 

51. Enforcement 
24 Labding - Net We~ghts 

52. Humane Handling n25 General Labelina 

26 Fin Prod StandaidsiBoneless (DefectsiAQUPcrk SknsA401sture) 

Part D -Sampling 
Generic E. coliTesting 54 Ante M o r t a r  lnspect~on 0 

27 Wr~t ten  Procedures 0 55 Post Mortem I n s p c t ~ o n  0 
.---28 Sample Colbct~oniAnaiys~s n -. 

Part G - Other Regulatory Oversight Requirements 
29 Records n 

X

Salmonella Fer fomnce Standards - Basic Requirements 

56 Eurocean Community Drec t~ves  

30 Correc:ive Actons n 57 Mmthiy R e v ~ e w  

5831 Rmssessmert  0 

32 W r i t e r  Assurance 0 

FSIS- 5OCO-6 (OiiG4/2002! 
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60. Observaticr of the Estab~shnent 

Italy, Est. 508L 11-5-04 

17 56 An edible-product emplo>ee Mas obsened to contaminate his mesh globe b~ contacting the floor and a metal stand that 
\%ascontacting the floor xithout subsequentlq b~ashing and sanitizing his hands and the glove. The MOH officials 
ordered correction. [Regulatorq reference. 9CFR116.5(a): C D 61 333 EEC Annex 1, Chapter III(3)l 

61 NAME OF AUDITOR 62 AUDITOR S ImATURE AND DATE 

Dr Oto Lrban 
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Unireo S:a;es Deoar:men; of Agral tdre 
Fooa Safety and I n s o e j r o n  S e w z  

Foreign Establishment Audit Checklist 
' EST%- SHMEU- YAVE 4ND LSCATiCY 2 A L D T  3ATE 3 ES'>BLlSl-VENT h O  hAME 3 i  C3Uh-RY 

Prosciuttificio DIBoschetto. !1-9-0~ '02~ Itall 
Sala Baganza. Parma. 5 NAME OF A U D T 3 R  S) 6 - Y E  3 F A U 3  T 
Emilla Romagna. 
lta1) Dr Oto Urban Y O N - S ~ T E A L D I T  7DOCUMENT AUDIT 

-

block  t o  ~ n d i c a t en o n c o r n ~ l ~ a n c ePlace an X I n  the ~ u d i t ~ e s u l t s  w ~ t hr e q u l r e r n e n t s .  Use 0 ~f not app l~cab le  
-

Part A -sanitation Standard Operating Rocedures (SSOP) ~4d1 t  Part D - Continued 
Basic Requirements Results Economic Sampling Re% :S 

7 Wrltten SSOP 33 Scheduled Sample 
-- - .-

8 Records documentng implementation 34 Speces Testlng n 
9 Signed and dated SSOP, by m-si te or ovemll authority. 35 Residue n! 

Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements 
Onaoina Reauirements i 

10 Implementation of SSOP's, includng monitoring of irnplementatron. 36 Export 
I 

11. Mamtenance and evaluation of the effecbveness of SSOPs. 37 Import I 
12. Corrective action when the SSOPs have faied to prevent direct I 

38. Establishment Grounds and Pest Control I
product contaminatial or adulteration. I 

13. Daily records document Item 10, 11 and 12above. i 39. Establishment C ~ ~ ~ t ~ ~ t i o n i M a i ~ t e ~ a ~ ~ e  I 

Part B - Hazard Analysis and Critical Control 40. Light 

Point (HACCP) Svstems - Basic Reauirements 
41 Ventilation 

14 Developed and implemented a wr~tten HACCP plan 

15. Contents of the HACCP list the f w d  safety hazards, 42 Plumbing and Sewage 
criticd control pan t s  critical limits, pocedures, mrrecfive actions. 

16 Records documenting imphen ta t i on  and monitoring of the 43 Water Supply 

HACCP plan. 
44. Dressing RmmslLavatories -17 The HACCP plan IS s ~ n e dand dated by the responsible 

Iestablishment indivaual. 
.- 45. Equipment and Utensils 

I 

Hazard Analysis and Critical Control Point I 

(HACCP) Systems -Ongoing Requirements 46 Sanltary Operations i 
18 Monitoring of HACCP plan. 1 147. Employee Hygiene 

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

20 Corective actlon written in HACCP plan. 

21. Reassessed adequacy of the HACCP plan. Part F - Inspection Requirements I 
22 Records documalting the written HACCP plan monitorin3 of the 49. Government Staffing Icritical control points dates and tmes d specific event occurrerces 

-

Part C - Economic IY\rholesomeness 50 Daily lnspectim Coverage 

23 Labeling - Product Standards I 

51. Enforcement I
24 Labeing - Net Weights I 

52. Humane Handling I25 General Labeling I n 
26. Fin. Prod. StandardsiBoneless (DefectsiAQUPcrk SkinsiMoisture) 53. Animal Identification I' 

O 
Part D -Sampling 

Generic E. coli Testing 54 Ante Mortem lnspct lon  

27 Written Procedures 0 55 Post Mortem Inspection 

28 Sample Colkction/Analysis n 
29 Records n Part G - Other Regulatory Oversight Requirements 

I 

Salmonella Performance Standards - Basic Requ i~men ts  6 European Community Drectives 0 

30 Corrective Ac!lons n 
-. 

FSIS- 50CO-E (04/04'2002) 
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62. Observation of the Establ~shrnent 

Italy. Est. 701L 11-9-04 

Xo comments r\ere necessarq . 

61 NAME OF AUDITOR 62 AUDITOR S IWATURE AND DATE 

Dr @to Lrban 
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Lnlted States Department 3f A g r ~ a l t ~ r e  
Fooa Safe!y and I 

1 ESTG3LISilMEVT h A N E A R C  L X A T O N  2 A J 3 : T  CATE 

Effe S.p'A.. 1 1 - 4 - 0 1  

Lesignm0 Bagni, P a m a  5 

Emilia Romagna: 
Italy 

.-

is?ec',ron S e v l ~  

Foreign Establishment Audit Checklist 
3 ESTABLISIMEYT NO 4 NAME OF C3lJhTFiY 

-13L Italy 
.-- -- -.-.--- --.. ---

NAME OF ALDITCR(S) E. T Y T  OF A U 3 7  

-
Dr. Oto Urban O N - S I T E A U C I T  DOCUMWT A U D I T  

Place an X in the Audit  Results b lock  t o  indicate noncompliance with requ i rements .  Use 0 if n o t  applicable. 
Part D -Continued Au31' 

Economic Sampling Resl's 

33 Scheduled Sample 

34 Speces Testing 0 

35 Residue n 
I 

Part E -Other Requirements 

36. Export 

37 Import 

38 Establishment Gromds and Pest Control 

39. Establishment ConstructionlMaintenance 

40 Light 

41. Ventilation 

42. Plumb~ng and Sewage 

43. Water Supply 

44. Dressing RmmslLavatories 
-

45. Equipment and Utensils 

46. Sanitary Operations 

47. Employee Hygiene 

48 Condemned Product Control 

I 

Part F -  Inspection Requirements 

49 Government Staffing 

50 Daily Inspec t la  Coverage 1 
I 

51 Enforcement 

52 Humane Handling n 
53 Animal ldentificat~on 0 

54 Ante M o r t m  I n s p c t ~ o n  0 
-

55 Post M o r t m  lnspc t ion  0 

Part G - Other Regulatory Oversight Requirements 

Salmonella Performance Standards - 6 Europan Commun~ty Drectives 

Part A - Sanitabon Standard Operating Procedures (SSOP) 
Basic Requirements 

--. 

7 Written SSOP 

8. Records docunentng ~mplementation 

9 S~gned and dated SSOP, by a - s i t e  or oveial author~ty 
-. 

Sanitation Standard Operating Procedures (SSOP) 
Onaoina Reauirements 

10 Implementation of SSOP's including monitoring of implementation 

11 Maintenance and evaluation of the effecbveness of SSOP's 

12 Correctweaction when the SSOPs have faied to prevent direct 
product contaminatia or aduteration 

13 Daly r ~ o r d s  document )tern 10 11 and 12above 
-

Part B - Hazard Analysis and Critical Control  
Point (HACCP) Systems - Basic Requirements 

14 Developed i n d  implemented a wntten HACCP plan 

15. Contents of the HACCP list the f m d  safety hazards, 
cnticd control pcints, crit~cal limits, ~ o c e d u r e s ,  mrrecfive act~ons 

16. Records documenting impkrnentation and monitoring of the 
HACCP plan. 

17. The HACCP plan is sgned and dated by the responsible 
establishment indivduai. 

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

18. Monitoring of HACCP plan. 

19 Venficabon and valdat~on of HACCP plan 

20. Corrective action written in HACCP plan. 

21. Reassessed adequacy of the HACCP plan. 

22 Records documenting t9e written HACCP plan monitorirg of the 
cr l t~calconvol p i n t s  dates a d  tmes d spec~ficevent ocwrrerces 

Part C - Economic I \r\nlolesomeness 

23 Labeling - Product Standards 

24 Labding - Net Weights 
-

25 General Label~ng 

26. Fin Prod StandardslBoneless (DefectsIAQUPak Skinshloisture) 

Part D -Sampling 
Generic E. coli Testing 

27 Written Procedures 

28 Sample Colbct~on~Analysis 

29. Records 

A ~ I :  

R e s ~t c  

. 

I 

I 

I --

I __ 

0 

n 

n 

Basic Requirements 

31 Reassessment 0 

FSIS- 5002-6(3404i2902) 



- - -- -- 
FSIS 50CC-E (04104,2002) -

Page 2 cf 2 
-

60 Observat~orof the Establ~shment 

Ital?. Est.713L 11-4-04 

No comments were necessaq. 

61. NAME OF AUDITOR 62 AUDITOR SIGNATURq AND DATE 

Dr Oto Krban 



-- - 

-- -- 

-- 

-- - 

-- 

--- -- 

-- 

U ~ i t e dS:ates Department of Agriccllture 
Food Safev and I nspee~or!S e w r e  

Foreign Establishment Audit Checklist 
E S T A B L S r M E \ T  l A M E A Y D  - X A T I O N  2 A U 3 T  CATE 3 ESTiGLSriVv'EU- h O  4 h A V E  3 F  3 U N - R V  

Salumificlo Placenti S r L 1 0 - 1 8 - 0 4  - 8L Itall 
%in Girnlgnano, Tuscan?. 5 hAME 3- AUDI-ORIS) 

- -

6 TYPE 3 F  AbDIT 
--

Italy - -
Dr Oto Urban Y O N - S I T E A U D I T  SOCUMEVT AUD,T 

Place an X in the Audit  Resu l ts  b lock t o  indicate noncompl iance with requirements.  U s e  0 if no t  applicable. 
Part A -Sanitation Standard Operating Procedures (SSOP) ~ u d l t  Part D - Continued ~ d ~ t 

S~SUI:SBasic Requirements Results Economic Sampling 
---

7 N r ~ t t e nSSOF 33 Scheduled Sampie 

8. Records documentng implementation. 34. Speces Testing 0 

9 Signed and dated SSOP by a?-site or overall authority 
- I 

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

10 Irnpementatlcn of SSOP s mcludng mon~tor~ngof ~mplernentation 36 Export 

11. Maintenance and evaluation of the effectiveness of SSOPs. 1 37 Import 

12 Corrective action when the SSOPs have faied to prevent direct 
38 Estabiishment Grounds and Pest Control x

omduct contaminatim or adulteration. 
I 

-

13 Daily records document Item 10, 11 and 12above. 39. Establishment ConstructionIMaintenance 

Part B - Hazard Analysis and Critical Control 40 L~ght 

Point (HACCP) Systems - Basic Requirements 
41. Ventilation 

14 Developed a d  implemented a wrltten HACCP plan 

15 Contents of the HACCP iist the f w d  safety hazards, 42. Plumblng and Sewage II 
crlticd control oants crit~callimits, aocedures, csrrecbve actions 

16 Records documenting implementation and monitoring of the 43 Water Supply 

HACCP oian. 
44 Dress~ngRWmSlLa~tOr leS 

I
17 The HACCP plan 1s sgned and dated by the responsibie 

establishment indivdual 45. Equipment and Utens~ ls  

Hazard Analysis and Critical Control Point 
I 

(HACCP) Systems -Ongoing Requirements 46 Sanitary Operations I 
-

18 Monlbnng of HACCP plan I 
47 Employee Hyglene 1 

I
19. Verification and vaidation of HACCP plan. 

48 Condemned Product Control 

20 .  Corrective action written in HACCP plan. 

21 Reassessed adequacy of the HACCP plan. Part F - Inspection Requirements 
-

22. Records docummtlng: a e  written HACCP plan, monitor^ of the 49 Government Staffing
crltlcal con to l  p i n t s ,  dates and tmes d specific event ocwrrerces 

Part C - Economic I Molesomeness 50. Dally Inspectlm Coverage 

23. Labeling - Product Standards 
51 Enforcement 

24. Labding - N e t  Weights 1 
52 Humane Handllng n25. General Labelins -

26 Fln. Prod. StandadsIBoneiess (DefectsiAQLIPcrk Sklnshlo~sture) 53 Animal Identification 0 

Part D -Sampling 
Generic E. coliTesting 54 Ante M o r t m  Inspection 0 

27. Written Procedures 0 55 Post M o r t m  lns~ec t lon  0 

28 Sample ColbctionIAnalys~s n - Part G - Other Regulatory Ovetsight Requirements
29 Records 0 

-

X
Salmonella Performance Standards - Basic Requirements 

6.  European Community Drectlves 

30 Corrective Act~ons n 57 Mcnthly Revlew 

5831 Reassessmen: 0 

32 Wr i te r  A s s u r a ~ c e  0 

FSIS- 5 0 a - 6  (04'04i20C2) 



FSlS 5000-6 (0~/04,'2902) Paae 23f 2 

Italy. Est. 7 18L 10- 18-04 


38 56 Flies uere obsened in the processing area. The establishment offic~als took immediate correctixe actions [Regulatorq 

reference: 9CFR 116.2(a); C D 64 433 EEC Annex 1, Chapter III(3)(b)] 


61. NAME OF AUDITOR 62. AUDITOR SIGNATURE AND DATE 

Dr Oto Urban 



-- 

-- 

-- 

- -- 

-- 

1 E S T a L S H M E V T  NAME AND LO2P.TlCN 

A & B Prosciutti Sen-ice. 
San Danielle. U d i n e .  

Friuli Venezia Giulia. 
Italy 

Un!tec S:a:es D e p a r t m e n t  o f  Agriculture 
F o o d  Safe ty  a n d  l n s p e d i o n  S e r v ~ c e  

Foreign Establishment Audit Checklist 
.-- -.-. -

2 ALD 7 DATE 3 ESTABLISHMENT NO 4 NAME CF C 3 U N T R Y  

10-:1-0-l 720L Italv 
- .-

5 NAME O i  AU3TOR(S)  6 TYPE OF AUDIT 

-
Dr.Ot0 Urban I OY-SITEAUDIT DOCUMEYT A U ~ I T  

Place an X in the Audit  Resul ts b lock  t o  indicate noncompliance with requirements.  U s e  0 if 
.-

Part A -Sanitation Standard Operating Procedures (SSOP) A&,: Part D - Continued 

n o t  applicable. 
Add~! 

Economic Sampling Res,? 

n 

Basic Requuements 
7 Written SSOP 

8. Records documentng rnplementation 

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

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

10 lmplementat~onof SSOP's includng montoring of mplernentation 

11. Maintenance and evaluat~on of the effectiveness of SSOPs 

12 Correctwe actlonwhen the SSOPs have faied to prevent d~rect 
pioduct contaminat~cn or adulteration. 

13 D i l y  records document item 10, 11 and 12above. 

Part B - Hazard Analysis and Critical Control 
Point (HACCP) Systems - Basic Requirements 

-

14 Developed a d  mplernented a wnt tm HACCP plan 

15. Contents of the HACCP list the fmd  safety hazards, 
cr i t~cd conbol pcints crltical limits. ~ocedures ,  mrrecdve actions. 

16. Records documenting impkmentation and monitoring of the 
HACCP plan. 

17. The HACCP plan is sgned and dated by the responsble 
establishment indlvdual. 

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

18 Monitoring of HACCP plan 

19. Verificabon and vaidation of HACCP plan. 

20 Corec t~veactlon written ~n HACCP plan 

21 Reassessed adequacy of the HACCP plan 

22 Records docummtlng f i e  written HACCP plan mon~torim of the 
critical control p ~ n t s ,  dates and tmes d spec~f~cevent occurrerces 

Part C -Economic I\M.lolesomeness 

23 Label~ng- Roduct Standards 

24 Labdng - Net We~ghts 

25 General Label~ng 

26. Fin. Prod. StandaidsiBoneless (DefectsiAQLIPcrk Skinshlo~sture) 

Part D -Sampling 
Generic E. col i  Testing 

27. Wr~ttenProcedures 

28. Sarnpie Colkct~oniAnalys~s 

29. Records 

Salmonella Performance Standards - Basic Requirements 

30 Correct~veActons 

Resdl!s 

33 Scheduled Sample 

34 Speces Test~ng 

35 Res~due 

Part E -Other Requirements 
1 1  

36 Export I 

38. Establ~shrnent Grounds and Pest Control 

39. Establishment Construct~onIMa~ntenance I 

42 Plumbmg and Sewage 

43 Water Supply I 
44 Dressing RmmSILa~tOr leS X 

45. Equipment and Utensils 

48. Sanitary Operations I 

47 Employee Hyg~ene 

48 Condemned Product Control 

Part F - Inspection Requirements 

49. Government Staffing I 
50. Daily lnspecticn Coverage 

51 Enforcement 

52. Humane Handling i n 

54. Ante M o r t m  lnspect~on 

1 

i 

I 

I 

1 0  55. Pos: Mortem Inspct ion  

n 
Part G - Other Regulatory Oversight Requirements n 

6 European Cornrnunlty Drect~ves 

.- --

n 57. Mnth ly  Rev~ew 

31. Reassessment 0 

32 Wrtten Assurance 0 

FSIS- 5OCO-6 (04104,'2002) 

0 

X 



-- -- - - 

FSlS 5000-6(04iOSl2902) 
- Page 2 cf 2 

60 Observation of the Es~abl~shrnent 

Itall. Est. 720L 10-21-04 

44 5 1 56 ,4 broken uaste receptacle was obsened in the harn-salting area. The establishment management corrected this 
immediately. [Regulaton reference: 9CFR416.?(h)(j): C D 64 333 EEC , h e x  1. Chapter III(3)(c)] 

61 NAME OF AUDITOR 62 AUDITOR SlGNATUR,E AND DATE 

Dr Oto Urban 



-- - 

-- 

-- 

U n t e d  Sta tes  D e p a r t m e n t  o f  A g r i c l t u r e  

Fooa Safe ty  a n d  Ins3ecr ion Serv ice  

Foreign Establishment Audit Checklist 
1 ESTWLlSHMO\I-  NAMEALvD LCCP- 3 N  2 AUD T 3ATE 3 ES-AE,SrlY E k T  Y C 4 NAME OF C 3 U h - R V  

Parmacotto s p a. 1 1 - 4 - 0 4  -14L Ital? 
Sala Vltale Baganza. Parma, 5 hAME OF AL3I73R(S)  6 TYPE O F A J D i T  
Emilia Romaga, 
Italy Dr Oto Urban "ON-SI-EAVDIT D O C L M ~ TAUDIT 

Place an X in the Audit  Results b lock  t o  indicate noncomdiance with requirements.  Use 0 if n o t  applicable. 
.- -

Part A -Sanitation Standard Operating Procedures (SSOP) Audit Part D - Continued Alvjl t 
Basic Requirements Resits Economic Sampling ~e531ts 

7 Wr~tten SSOP 33 Scheduled Sample 

8 Records documentng implementat~on 34 Speces Testing 0 


9 S~gned and dated SSOP by cn-site or overall authority I 

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

I
10 lrnplementatlan of SSOP's, ~ncludng monltorlng of mplementat~on 36 Export 

11 Maintenance and evaluation of the effecbveness of SSOP s 

12 Corlect~veactlonwhen the SSOPs have faied to prevent d~rect 
38 Establ~shrnent Grounds and Pest Control 

~ m d u c tcontam~nat~cnor adukerat~on I I 
I 

13 Daly records document Item 10 11 and 12above 39. Establishment ConstructionlMaintenance 

Part B - Hazard Analysis and Critical Control I 
Point (HACCP) Systems - Basic Requirements 

14 Developed and ~mplemented a wri t tw HACCP plan 

15 Contents of the HACCP list the f w d  safety hazards, 42 Plumblng and Sewage I 
criticd control pants, critical I~mits, pocedures, mrrecWe actions. 

43 Water Supply 16. Records documenting impiementation and monltonng of the 1 
HACCP olan. 

44 D rewng  RmmsILamtor~es 
17 The HACCP plan is sgned and dated by therespons~ble 

establ~shmentmd~vdual 45 Equipment and Utensils 

Hazard Analysb and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 San~tary Operations 

18 Monitoring of HACCP plan 
47 Employee Hyg~ene I X 

19 Ver~f~cabonand vaidat~on of HACCP plan 
18 Condemned Product Control 

20 Corectwe actlon wrlttffl In HACCP plan 7 

21 Reassessed adequacy of the HACCP plan Part F - Inspection Requirements 

I
22 Records docummt~ng the wr~tten HACCP plan f r a n ~ t o r ~ q  of the 19 Government Stafflng 

confro p l n t s  dates a d  tmes d spec~f~ccr~r~ca l  eveM ocwrrerces I
I -

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

23 Label~ng- Product Standards 
51. Enforcement 

24 Labeiing - Net Weights 
52. Humane Handl~ng n25. General Labeling 

26 Fin Prod StandardslBoneless (DefectsiAQUPak Skinshloisture) I 53. Animal Identification 0 

Part D -Sampling 

Generic E. coli Testing 54 Ante Mortem lnspct ion  0 

27 Wr~tten Procedures 0 55 Post Mortem l n s ~ e c t ~ o n  0 

28 Sample ColbctionIAnaiys~s n 
Part G - Other Regulatory Ovetsig ht Requirements 

29 Records CI 
.-

x

Salmonella Performance Standards - Basic Requirements 

6 Europan Commun~ty Drecttves 

-. - --

30 Corrective Act ons n i7 Mcnthly Review 

j831 Reassessmenr 0 

32 Wrdten Assurance 0 

FSIS- 50a-6(04M42002) 



- - - 
FSlS 5000-5 (04/04/2002) Pace 2 of 2 

60 Obsewamr of the Es;ablishment 

Ital). Est. 714L 11-1-04 

56 .rin edlble-product emploqee contammated hls hands b) contactmg a lqaste receptacle and contmued to v,ork 
v,~th product-contact surfaces without mashing his hands [Rep la ton  reference 9CFR 416 5(a)(3). C 'D 64 433 EEC 
Annex 1, Chapter III(3)l 

4' 


62. AUDITOR SIO\IATUR$ AND DATE 61. NAME OF AUDITOR 

Dr Oto Urban 



-- 

-- 

Unlred Ststns Deparunent of Agr~cultare 
Food Safety and Inspec5or: Serv~cs 

Foreign Establishment Audit Checklist 
1 E S T M L  SLME\-  N A Y E A Y D  L E A - ON 2 A U Z T  S P -  3 ESTh3LlS-MENT NO 4 YAh'E OF C 3 L h - Z Y  

hdustna Salumi Sirnonim S p a 10-26-01 946L Italq 
Casteh etro. Modena. 5 V A N E  OF AU DITOR,S) 6 TYPE O F A ~ ~ I T  
Emilia-Romagna -
Italy Dr. Oto Urban ON-SITEAUD - DOCUMEYT AUDIT 

LA 

Place an X I"  the A u d ~ tResul ts b lock t o  ~ n d i c a t enoncornp l~ancew ~ t hr e q u l r e r n e n T s .  U s e  0 ~f n o t  app l~cab le .  
Part A -Sanitation Standard Operating Procedures (SSOP) AUO : Part D - Continued A ~ I :  

Basic Requirements Resdr Economic Sampling Re&% 

7 Written SSOP 33 Scheduled Sample 

8. Records docurnentng implementation 

9 Signed and dated SSOP by a?-ste or overall author~ty 

Sanitation Standard Operating Procedures ( S S W )  
Ongoing Requirements -. 

10 implementation of SSOP's ~ncludng rnon~torlng of mplementat~on 36 Export 
--

11 Maintenance and evaluation of the effecbveness of SSOP's 37 Import 

12 Corrective action when the SSOPs have faied to prevent d~rect  
38. Establshment Grounds and Pest Control 

pcoduct contarnmat~m or aduiteration 

13 Daly records document Item 10, 11 and 12above 
I
b 

Part B - Hazard Analysisand Critical Control ~ 
Point (HACCP) Systems - Basic Requirements 

41. Ventilation 
14. Developed md Implemented a written HACCP plan 

15 Contents of the HACCP list the f m d  safety h ~ a r d s  42 Plurnb~ng and Sewage 
.-crltlcd control pants cr~tical limits vocedures mrrec tve  actions I 

16 Records document~ng ~mpiementation and monltonng of the 
I 43 Water Supply 

HACCP plan 
44 Dressing RmmsiLavator~es 

17. The HACCP plan is sgned and dated by the responsible 
establishment indivaual. 45. Equipment and Utensils i
Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements L 46. Sanitary Operations 

18. Monitoring of HACCP plan. 
47 Employee Hyg~ene 

I 

19. Verification and vaiidation of HACCP plan 
48 Condemned Product Control 

I 

20 Corect ive ac t~on wrl t tm in HACCP plan. 

21. Reassessed adequacy of the HACCP plan. Part F - Inspection Requirements 

22 Records documenting h e  wrltten HACCP plan, monltorim of the 49. Government Staffing 
c r ~ t ~ c a lcontrol p i n t s  daes and tmes d specific event occurrences I 

Part C - Economic 1 L%holesomeness 50 Daily lnspect im Coverage I 
23 Label~ng- Roduct Standards 

I 51 Enforcement 
24 Labd~ng- Net We~ghts  

52 Humane Handling n25 General Label~ng 

26 F n  Prod StandardsIBoneles (DefectsIAQUPak Skinshloisture) 53. Anmal Identification 0 

Part D -Sampling I 54 Ante Mortem Inspection 0Generic E. co l i  Testing 

27. Wr~t tenProcedures 0 55 Post Mortem lns~ec t ion  0 

28 Sample Colkction/Analys~s n 
Part G - Other Regulatory Oversight Requirements 

29 Records n 

x

Salmonella k r f o m n c e  Standards - Basic Requirements 

56 Europan Commun~ty Duect~ves 

30 Corwctive Ac t~ons  n 57. Mmthly Review 

31 Reassessment 0 

32 WrEten Assurance 0 

FSIS- 5OCO-6 (0404/20C2) 



FSlS 5003-6 (04/04i2002) Page 2 of 2 
.--- --- -- - -- .-

60. Observation of the Establishment 

Italy. Est. 936L 10-26-04 

46 56 Condensation &as obsened directl> above exposed product m the meat recen mg cooler. The establishment 
management took mrnedlate correctlLe actions [Regulatorq reference 9CFR3164@), C D 64333 EEC Annex 1. 
Chapter III(3)l 

61. N A M E  OF AUDITOR 52. AUDITOR SIO\IATURE.AND DATE 

Dr Oto Urban 



-- - 

- - 

-- --- 

-- 

- - 

-- - -- 

-- 

-- 

- -- 

-- 

-- 

-- 

Unted Stares Department sf A~r~cu l ture  
Fccc Sa'ery and I rsoecLon Service 

Foreign Establishment Audit Checklist 
' EST33L S l h ' N -  N A V E A h S  L X 4 T S N  2 A,:- CATE 3 ES-ASLISIMEN' Y C 4 NAVE CF C3UNTRY 

Schlanchl & C S r L 1 0 - 1 9 - 0 4  1 2 2 6 ~  

Langhlrano. Parma. 5 ~ A V EOF A U ~ I T O R ( S )  

Emllla-Romagna. 
Italy Dr Oto LTrban 

Ital! 
6 TYPE OF ALSIT 

- -71 I O V S I T E D L D I T  DOCUMENT AUDIT -
Place an X I" the A u d l t  Resul ts  b lock  t o  ~ n d ~ c a t e  
Part A -Sanitation Standard Operating Rocedures (SSOP) 

Basic Requirements 

7 Wr~tten SSOP 
- .- - -

8 Records docunentng lmplementatlon 

9 Sgned and dared SSOP by a - s ~ t e  or overall author~ty 

San~tat ion Standard Operating-PTocedures (SSOP) 
Ongoing Requirements 

10 lrnplementat~on of SSOP s includng monltorlng of implementat~on 

11 Ma~ntenance and evaluation of the effecbveness of SSOP s 

12 Correct~veacton when the SSOPs have faled to prevent direct 
pmduct contamlnatlm or aduiterat~on 

13. Daly records document item 10, 11 and 12 above. 

Part B - Hazard Analysis and Critical Control 
Point (HACCP) Systems - Basic Requirements 

14 Developed and mplemented a wr l t tm HACCP plan 

15. Contents of the HACCP list the f a d  safety hazards, 
criticd control pcints, critical limits, pocedures, mrrecbve actions. 

16. Records document~ng lmpiementation and monitoring of the 
HACCP plan. 

17. The HACCP plan Is sgned and dated by the responsible 
establishment indivdual. 

Hazard Analysis and Critical contro l  po int  
(HACCP) Systems -Ongoing Requirements 

18 M o n ~ b r ~ n gof HACCP plan 

19 Venf~caQon and vaidat~on of HACCP plan 

20 Correct~veac t~on wrltten in HACCP plan 

n o n c o m p l i a n c e  w ~ t hr e q u i r e m e n t s .  u s e - ~i f  no t  applicable. 

A x , !  Part D - Continued 
Resdts Economic Sampling 

33 Scheduled Sample 

35. Resdue 

Part E -Other Requirements 
-

-

36 Export 

38 Establ~shment Grounds and Pest Control 

~ 39. Establishment Construction/Ma~ntenance 

40, Light 

41. Ventilation 

42. Plumb~ng and Sewage 

43. Water Supply 

44 Dressing RamsiLavatories 

45 Equ~pment and Utens~ls 

46 San~taryOperations 

I 
47 Employee Hyg~ene 

48. Condemned Product Control 

21 Reassessed adequacy of the HACCP plan Part F - Inspection Requirements 

22 Records documenting: t?e written HACCP plan, monitor~nj of the 
critical con to l  p l n t s ,  dates and tines c f  specific event occurrerces 

49. Government Staffing 

Part C - Economic IVvholesomeness 50 Dally lnspect im Coverage 

23. Labeling - Roduct Standards 
51 Enforcement i 

24 Labdng - N e t  Weights I 

25 General Label~ng I 

52 Humane Handling n 
26 Fin Prod StandaidsIBoneless (DefedslAQUPak Sk~ns/Moisture) I 53 Animal lden t~ f~cat~on 

Part D -Sampling 
Generic E. co l i  Testing 54. Ante Mortem l n s p c t ~ o n  

27 Wr~ttenProcedures 0 55 Post Mortem lns~ec t ion  0 

28 Sample Colkct~on/Analys~s n 
29 Records n Part G - Other Regulatory Oversight Requirements 

Salmonella Performance Standards - Basic R e q u i ~ m e n t s  

30 Correctve Actions n 

32 Wrt?en Assurance 0 

FSIS- 53C0-5 (04041'2002) 

I 



F,IS 5000-6( 0 4 / 0 ~ 1 2 0 0 2 )  Page 2 of 2 

60 OSsewatron cf the Es:abllsnnent 

I t a l ~. Est. 1226L 10-29-03 

N o  comments were necessary. 

61. NAME OF AUDITOR 62.  AUDITOR SIGNATURE AND DATE 

Dr.Oto Urban 



Department of Prel ention and Cornnlunlcatioil 
Gsnelal Ofilce of 1 etelmai! Health and Food Pioducts 

Officz 110 IY 

Dr Sall! IVhite 
Dn ectol. International Equn alence Staff 
Office of Inteinatlonal Xffau s 
L-nlted States Depa~tment of Agr~culture 

Embass] of the LTnited States of .4rnerlca 
Rome - Fax 06 4-88 7008 

R e  FSIS D ~ a f tFinal Repoit of a meat mspectloil s! stein audlt conducted in Italy fiom October 14 
tlnough KO\ ember 17. 2003 

This docu~ne~l t  refeis to the letter of Januaiy 12. 2005 n h c h  accompanied a draft of the report on the 
mspectlon nusslon conducted in Ital) from October 14 through No\ embei 17. 1004 

On No\ ember 17. 2003 the final meeting m it11 the Ame~ican ~nspectlon team was held at the office of the 
ante1 of tlm document The Ainerlcan team was hired to conduct a series of audits at the offices of control 
of the plants that exports pioducts based on meat to the Unlted States and at the plants themseh es During 
the couise of these meetings it emerged that fol tuo plants the American inspector asked to send the 
"th~rty-da\ letter." that 1s a piormse to p i o \ ~ d e  assuiances on the remedy of all the irregularities found 

Plant 205 L Prlncipe dl San Daiuele 
a) During the course of the inspection conduced 0x1 Octobei 2 1. 2004 by DI O Urban at a plant that 
produces pioducts based on meat. s e ~  elal Instances of non-conlpliance ae re  found and foi nhlch ~t mas 
~equested that assurances be pro\ ided on the ieined) of all the irregularities indicated and discussed during 
the final meeting 



The plesence of condensat~on ln the plant unde~ d i ~ ~ u s a i o n  A fai lu~e to take ~nunedlare measules 
Ple-shipment re\ ien to be inodlfied accordins ro the finlshed product 
Illi017eit ~dentlficatlon colol of 5e.i elal utermls 
Ternperat~ne fol the steri1lzatlor-i of the debonmg LIIJ es not in accordance a ith regulations 
Scale plate 1s cracked - 
4 contamer for ox erflon papel does not 11 orL 
The ~~le t l iod  of ~ecolding thel~no~netel callbratlons in the procedures In the HA4CCP manual - 
Temperarule ln the debomng area I S  not In accordance n ~ t h  regulat~ons - 

b) measures adopted 

On l o \  ember 13. 2003 thls Gene1 a1 Office conducted an mspectlon at the same plant In oldel to \ elif\ that 
the meguiarltles mdlcated b~ the 4me11call Inspector had been conected Dullng the course of tlm 
inspection ~t mas found that all the megularltie~ mdlcated had been corrected 

In a letter sent by thls hhnistrl on 501 embel 26. 2004 addressed to the Company that ovns the plant, the 
Health Inspectol for the Reyon and \Tetelmal) S e ~ r  Ices. tlie llregularlties mele cited, together m ~ t h  a 
demand fox the munedlate iesolutlon and also fol the purposes of a more detalled el aluatlon of the hlstorq 
of the plant OT el the years. the f o l l o ~  Ing docurnentatlon n a? requested 

A cop) of all the megulallty fonns conlplled bq the officlal I eterinalian fol the years 2002 - 2003 
- 2001 
A cop) of all the nregulant? fomx con~plled b b  the eterlnallail supelr lsor for the hears mdlcated 
a b o ~  e 
A copy of the inspection report prepaied bq the inspection office of the Regonal \'etelinaly 
S e n  Ice rn the \ears indicated aboT e and any measul es and acts Intended to T elrf] conformity \\ ~ t h  
U S regulations 
4 copy of all the commumcatlons sent bq the company fol the purposes of settl~ng the 
111 egularltles 

In addltloa. In the same letter thele a as a conimunrcatlon that the compan) n as placed In an mtenslfied 
plogram of lnspectlons on the pal t of the \/Imrstry author of this document 

The analysls of the documentation caused thls office to Issue a Letter o f J n m m . ~  17, 2005 to the reg~onal 
and local 01 erslght offices m nhlch ~t demands that onlq officlal or super\ Isor! \ eterinarians be asslgned to 
tlie plants that manufacture products based on meat for the purposes of elport to the L7nited States of 
4merlca These offic~al or supel\lror> T etellna~lails must ha\ e ~ I O T  en teclmcal - pract~cal trarning on the 
lequlrements and the standalds established bq the lams of the Lnlted States It mas also demanded that m 
mole general ternis. the conlpany m o ~  ed toll ards the tiinelq adoptlon of tlie necessarq measules to pre\ ent 
the r epetltlon of the irregularrtles and the fallur e to obser\ e the cunent lams or ~f thls 1s not done the 
rerno\ a1 of the plant from the list of plants that export to the 1 mted States 

In lettel no 2700 spe \ e t  6 of Februar) 3 2005, the Regional Inspection Office of F r~u l l \ '  G 
cormnunlcated that on Febludl) 2. 2005 at the \-etermalq Office of the ASL of San Daniele thele 14 a\  a 
meetmg to mahe the pomt on the olganlzatlon of i etel lnm contlols on the plants in San Damele dei Friu11 
that export to the L nlted States Duiing the course of the meetlng. Dr R Coassin. the dllector of the 
\ 'etamall Office of the F~lul l  Regloll 1. G pomred nut the need to follon up tlie ~eco~lmendations 
exp~essed b l  t h ~ s  Mi~listrq of Health In the Ietrel of Tanualq 17 2005 .4r the concluslo~l of thls meetmg the 
nev oolgamzatlon of control act11 itles n as fornulized The nen oiganizatlon asslgned the task to an officlal 
7 eterina~ ian nho  n ould pelfolni the actn itles of supelr lsor or coordinatol of the team of officlal 
\ eterlnalian connollers for the LT S plants and the qcheduling of the11 01 e~s ight  actn itley 



3s 
Plant 304L 2IFC Carol 

Dullng the coulse of the lnspectlon \ l s ~ t  ~ondui ted  b) Dl 0 L lban on \ o \ m h e l  10 7003 at an 
slaughterhouse plant autho~ized f o ~  the plo\ ision of Ian matelial for the ploductlon of ploducts based on 
meat destined for export to the Lmted States. se\ era1 ~neplar r t les  mere found 

In a lefrlgeratlon cell se\ elal pieces of meat hooLed to carts ne le  touchlng the flooi. 
Se\ el a1 contamers (ban els) In plastlc material 13 hlle clean n ere not ~dentlfied 111 Iespect to their 
Intended use 
In the cuttlng loom dullng the coulse of the ~nspectlon. an operator 111 charge of the nanspolt of 
the c a t s  of fresh rneat notlced that a plece of rneat fell on the flool Thls emplo! ee plched ~t up 
and deposited ~t In a speclal contamer and subsequently continued 1s lth the transfer of the meat to 
the destlnatlon a1ea n lthout ha\ lrlg n ashed 111s hands 
Ce\ era1 l m r  es that had undergone I\ a h n g  procedures and mtended fol use fol the deposlt of 
fi esh meat had not been perfectl) cleaned (the pl esence of p l ece~  of fat) - 

Fol this plant thele \\as a demand for assurances on the correction of the ~ r re~u la r~ t l e s  found dullng the 
course of the inspectlon \]sit 

In l q h t  of the results of  the mspect~on. thrs hlrnlst~!, In a lettel sent on ".*To\ ember 26, 2001 to the 
Companj. the Health Inspector fol the Regloll and \. eterrnar! Sen  ices. m the same manner as had been 
done fol Plant 205L and fol the same leasons, the follo\~lng documentatloll \I as lequested 

4 cop) of all the ~rregulant! forms colnplled by the offlclal I etellnarlan for the years 2002 - 2003 
- 7004 
4 cop) of all the ~negu la~ l ty  folms conlpiled by the \ etelrnarlan super\ lsol for the leals  mdlcated 
a b o ~  e 
A copy of the inspectlon 1epolt plepared by the lnspectlon office of the Reglonal \7eter~nary 
S e n  Ice m the years mdlcated a b o ~  e and an! measures and acts mtended to \ erlfy confor~lllt> \t lth 
LT S replatlolls 
A copy of all the conmunrcatlons sent by the company fol the purposes of settllng the 
ll~egulalltles discussed In points 1-3 

Thls documentation arrlved at these Genelal Offices on December 16. 2003 

On December 14. 2004 these Genelal Offices perfo~med an lnspectlon at the plant In questlon fol the 
purposes of T er~fylng that the ~negularltles shomn on the Amellcan mspectlon had been corrected 

Durlng the course of the Ml~listq Inspection rt n a s  found that all the u~egulalltres sholqn on the Amerlcan 
mpectlon had bee11 conected Ye\ ertheless, IT n as shonn that the plocedures ha\ e been establ~shed 
correctl> but that therr appllcatlon 1s st111 lackmg 

In light of the a b o ~ e .  m a lette~ of Januar\ 12 2005 these Genelal Offices connnumcated to the Reglonal 
Impectlon Office and \Teter~naly Selr Ices that f o ~  the plants 1111 011 ed In export to the Cnlted. the colltlols 
must be relnfolced and for tlxs reason. that old> offrclal 01 supell Isor\ \ eterrnarlans be assigned to the 
pldnts thdt manufacture pioducts based on meat for the purposes of export to the L n ~ t e d  States of A m e l m  
These officlal 01 supel\  sol! T eterlnarians must ha\ e pro\ en teclmcal - pla~tlcal  halnlng and expellence 
on the requnements and the standards established b) the lan s of the L nlted States The farlure to compl! 
mlth these lequlrements ma\ threaten the contmued presence of the plant on the list of Cnrted States plants 
The plant must also be proactn e In lespzct to nlegularltles found rn the plant Itself 



In liglit of the abo\,s. there is a cu1-r-ent iuo\.ement ton-ards tlie reorganiratlon of \.eterlnary controls in the 
areas of  competence in the Loinbar-d!. region that ox.ersee plants that export to the I'mtzd States. In 
addition. since it \T as included in an mtenslried inspection program t h ~ s  General Office has planned 
anothel- inspection for l l a r c h  22. 2005 st plant 203 1 1  S in 01-der to \.erify con~pl ia~ ice  and the correct 
application of the standal-ds required by Uimed States regulations. 

The Lo~nbard> l e g o n  11111 conununlcate to tlie hhnistr> that has prepared thls document concernmg the 
n e b  olganlzatlon of  official control and super\ is1011 In the plant in questlon 

It 1s heiebl  declaled that the Office that plepaled tlxs document has taken Into cons~derntlon tlie 
o b s e ~ \ a t i o ~ ~ splesented 11.1the PSIS lnspectloil lepolt and as n e  ha1 e had the occasion to col~xnunlcate. 
durlng nieetmgs and teleconfelences. a e  ha\ e adopted the most ~ui table  measuxe? to pre\ rnt the lepetitlon 
of unfa\ orable lnspectlon situations in tlie plants 

14-e thank you and remain at  your disposal for any f~u-therclarificatio~is. 

The Dlrector General 
signature. R Marabe l l~  
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