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e outcome of the audit conducte 
through September 29,2009.This was a routine audit w 
government oversight, humane handling and slaughter of livest 
microbiological testing programs, and conective actions taken 
establishments that were delisted during the previous FSIS 
listed, (2)an establishment that received a Notice of Intent 
previous audit, and (3) an establishment that was audited b 
shared with FSIS. Italy is eligible to export pork and pork products to the United States. 
Between January 1 and August 31,2009,Italy exported 5,053,995pounds of meat 
products to the United States, of which 590,532pounds were reinspected at US ports of 
entry (POE). A total of 39pounds were rejected at POE,of which no rejections were for 
food-safety concerns. The activities of the current audit appear in the table below. 

The findings of the previous audit during March-April 2008 resulted in re 
abilities of three establishments in Italy to export meat products to the US 

it and the Previous Audit 



1.3 Summary Comments for the Current Audit 

Improvement was noted in nearly all areas, the exception being HAC 
reported in ten establishments; however, nine of these were attributable 
keeping details, and one was an inadequate description a verification act 
written HACCP plan (the activity was actually being performed and docum 
non-compliances identified during the previous FSIS audit had been ad 
corrected. There were no repeat non-conformances. 

2. INTRODUCTION 

The Food Safety and Inspection Service (FSIS) of the US Department 
y's meat inspection system on August 26 thro 

held on August 26 in Rome with the Central Co 
Authority (CCA) -the Department of Veterinary Public Health, Nutrition, 
Safety, which is one of four departments under the Ministry of Health (MOH). In this 
meeting, the auditor confirmed the objective and scope of the audit and the auditor's 
itinerary and requested additional information needed to complete the audit of Italy's 
meat inspection system. 

Representatives from MOH headquarters and representatives from its regional and local 
inspection offices accompanied the auditor during each audit activity. 

3. 	OBJECTIVES OF THE AUDIT 

The objectives were (1) to determine whether the concerns identified during the 2008 
audit had been appropriately addressed and (2) to evaluate the performance of the MOH 
with respect to government oversight and enforcement of the Italian an 
requirements relative to maintaining an inspection system equivalent to 
States. This included the following areas of special emphasis: 

The effectiveness of corrective actions taken regarding non-c 

during the previous FSIS audit 

Government oversight 

Pathogen Reductioflazard Analysis and Critical Control Po 

Requirements 

Humane handling and slaughter of livestock 

Controls for microbiological testing of ready-to-eat (RTE) pr 

Daily inspection 

Payment of inspectors 


= 	 The CCA's oversight of slaughter establishments' implementat 

prevent contamination of carcasses with feces or ingesta 


= Field inspection personnel's knowledge and application of the F 

requirements 
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4. PROTOCOL 

This on-site audit was conducted in three parts. One part involved visits 

officials to discuss oversight programs and practices, including enforce 

The second part involved an audit of a selection of records and personnel interviews in 

the country's inspection headquarters and in two regional and one local inspection 

offices. The third part involved on-site visits to 14 slaughter-and-processing 

establishments. 


Thirteen establishments were selected randomly: 005L, 0163L, 0167L, 0169L, 0348L, 

0478L, 0508L, 0621L, 0643MS, 0720L, 0791MS, 0972L, and 12492. Est. 718L had 

been delisted during the previous audit; Italy provided written corrective actions taken 

and on the basis of these, FSIS granted Italy's request to re-list it, and it was added to this 

current audit itinerary. Also, FSIS was notified, on July 9,2009, that a recent visit to 

Italy by APHIS (on May 27,2009), including a visit to Est. 167L on June 8,2009, 

resulted in concerns regarding the state of sanitary conditions at this establishment. 

Consequently, this establishment was added to the itinerary in lieu of Est. 335L, which 

had been randomly selected and was in close proximity to Est. 167L. 


Program effectiveness determinations of Italy's inspection system focused on five areas 

of government controls and oversight and five areas of risk: (1) sanitation controls, 

including the implementation and operation of Sanitation Standard Operating Procedures 

(SSOPs), (2) animal disease controls, (3) slaughter1 processing controls, including the 

implementation and operation of HACCP programs and a testing program for 

Enterobacteriaceae and Total Viable Count, which has been accepted by FSIS as 

equivalent in European Community Member States in lieu of testing for generic 

Escherichia coli (E. coli), (4) residue controls, and (5) enforcement co 

testing program for Salmonella species. 


During the establishment visits, the auditor evaluated the nature, 

which findings impacted on food safety and public health. The auditor also assessed how 

inspection activities are carried out by the inspection officials and determined if controls 

were in place to ensure that the production of meat and meat products were safe, 

unadulterated and properly labeled. 


In the opening meeting, the auditor explained that Italy's meat inspection system would 

be audited against the following standards: (1) FSIS regulatory requirements, as 

applicable, (2) Italian requirements specific to exporting meat and meat products to the 

US, and (3) FSIS equivalence determinations specific to Italy. FSIS requirements 

include, among other things, daily inspection in all applicable certified establishments, 

periodic supervisory visits to certified establishments, humane handling and slaughter of 

animals, ante-mortem inspection of animals and post-mortem inspection of carcasses and 

parts thereof, the handling and disposal of inedible and condemned materials, sanitation 

of facilities and equipment, residue testing, species verification, and requirements for 

HACCP, SSOPS, and testing programs for Enterobacteriaceae and Salmonella species. 




The following FSIS equivalence determinationshave been made for I 
provisions of the World Trade Organization SanitaryPhytosanitary A 

Testing for Enterobacteriaceae and Total Viable Count in lieu o 
acceptable for all EU Member States exporting meat products to 
Government laboratories use IS0 6579 and AOAC 967.25 to analyz 
Salmonella. 
Italy uses five 75-gram samples for testing of Ready-To-Eat (RTE) product for 
Salmonella. 

5. LEGAL BASIS FOR THE AUDIT 

The audit was undertaken under the specific provisions of US laws and reg 
particular: 

The Federal Meat InspectionAct (21 U.S.C. 601 et seq.). 
w The Federal Meat Inspection Regulations (9 CFR, Parts 301 to end), 

the PRIHACCP regulations. 

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

Council Directive 641433EEC of June 1964 entitled Health Problems 
Community Trade in Fresh Meat 
Council Directive 96123032 of 29 Aprif 1996 entitled Measures to Monitor Certain 
Substancesand Residues Thereof in Live Animals and Animal Products 
Council Directive 96122EC of 29 April 1996 entitled Prohibition on the Use in 
Stockfarmingof Certain Substances Having a Hormonal or Thyrostatic Action and of 
B-agonists 

6. SUMMARY OF THE PREVIOUS TWO FSIS AUDITS 

Final audit reports are available on FSIS' website at: 

Eleven of the 95 certified establishments, three Regional offices, three local offices, and 
one microbiology laboratory were audited. The following non-compliances were 
reported: 

Non-conformances regarding enforcement of some aspects of FSIS re 
requirementsthat should have been identified in advance by inspection 
reported in nine of the eleven establishmentsaudited. 
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delisted. (At the request of the MOH, and at the direction 
of the Director, IAS, one establishment was re-visited by the auditor on May 2,2008, 
to assess the status of corrective actions and, after consultation with the Director, was 
re-listed the same day. The other establishment was re-listed by FSIS in February 
2009 on the basis of written reports by the MOH of corrective actions taken.) 
One establishment received a NOID by the CCA due to multiple pre-operational 
sanitation non-conformances, grease smudges on carcasses and hams, 
maintenance and cleaning in the inedible shipping area. 
Twenty sanitation non-compliances were reported. 
Labeling non-compliance was reported in one establishment.. 

February-March 2007 

Eight of the 95 certified establishments, one Regional office, one local 
microbiology and residue laboratory were audited; there were no delis 

OID due to SSOP and SPS non-compliance 

ding enforcement of some aspects of FSI 

requirements that should have been identified in advance by inspection o 

reported in seven of the eight establishments audited. 


tation non-compliance were reported. 

7.2.1 CCA Control Systems 

Oversight of Italy's meat inspection system is provided by the Department of 
Public Health, Nutrition, and Food Safety (DVPHNFD), which is one of four 
Departments under the MOH. The DVPHNFD is further divided into three branches, 
which include two General Directorates, one of which now contains the Office of the 
Secretariat, which is responsible for food-related risk assessment (this is a change since 
the last FSIS audit; previously, the Office of the Secretariat was a third branch). Of the 
two General Directorates, the General Directorate for Food Safety and Nutrition 
(DGSAN) is the entity which is predominantly responsible for the enforcement those 
requirements which are of interest to FSIS. This Genera1 Directorate provides oversight 
to nine offices addressing products of animal origin and the export of food products. 
Office M (Foodstuffs Export) is responsible for the export of meat products to the United 
States. 

Within the MOWS Department of Veterinary Health, there are three Units. Unit I is the 
Ofice of General Affairs. Unit I1 provides direct oversight of the micr 
laboratories; all microbiology laboratories employed for analysis of U 
are government-o and -operated. Unit I1 conducts research coordi 



c Experimental Institute (Zstituto Zooprojilattico 
d111ation. Unit I11 is the Office of International 

gy ad international epidemiology. 

nts certified to export to the United States is achieved 
. Oversight provided by the Central Competent Authority 

through 21 second-level Regional Health Service offices (19 regional and two 
autonomous provincial offices-Trento and Bolzano; hereinafter, the terms "Region" and 
"Regional offices" will include the two Autonomous Provinces); their responsibilities 
include planning, coordination, guidance, authorization of establishments to operate, and 
verification of controls by the Local Health Units (see below). Each Regional office has 
a number of third-level Local Health Units, or "Azienda Sanitara Locale" (ASLs); there 
are a total of 195ASLs. Each Region in Italy has a Directorate or an equivalent public 
sanitation authority, who oversees a number of ASLs in the area (the number of ASLs 
varies--each autonomous province has one ASL; each region has more than one). The 
ASLs are responsible, at the local level, for the organization and management of all 
public health senices. The establishments certified to export to the United States are 
overseen by these ASLs, and the assigned veterinarians (designated as Official 
Veterinarians) are paid directly by the ASLs (this has not changed since the last FSIS 
audit). There are two Services within the ASLs, the Food Hygiene and Nutrition Service 
and the Local Veterinary Services; the latter are responsible for animal health (Area A), 
inspection and control of foods of animal origin (Area B), and animal welfare, hygiene of 
animal husbandry and of farming production (Area C). 

Headquarters officials are paid directly by the Ministry of Economics and Finance. 
Regional veterinarians are paid by the regional administrations and the officials in the 
ASLs are paid by the ASL administrations; both out of funds also provided by the 
Ministry of Economics and Finance. The Ministry of the Treasury charges fees to the 
establishments for the inspection services provided and transfers the appropriate funds to 
the Ministry of Health to fund the program, No inspection personnel receive an 
remun e establishments they regulate. 

The auditor conducted interviews with inspection officials in the Regions of Lombardia 
and Emilia-Romagna. The areas of responsibility of the various Regional offices are the 
same, but the organizational structure and the protocols for the periodic internal 
supervisory reviews may differ among the Regions: 

Clzaifiof Command 
Lombardia Emilia-Romagna 

There are 15 ASLs in Lombardia. Each Regional I There are 9 Provinces in Emilia-Romagna and 11 
off~ce works together with the government- owned ASLs (two each in the Provinces of Bologna and 
and -operated IZS (laboratory) in the Region and Forli-Cesena). The Regional office works together 
pays for the analyses performed in the veterinary with the main government- owned and -operated 
and inspection field. The main IZS is in Brescia; IZS in in Brescia (in the Region of Lombardia); and 
there are 7 additional secondary laboratories. Under pays for the analyses performed in the veterinruy 
the Regional General Director, there are 6 Offices, and inspection field out of funds provided by the 
one of which is Veterinary Services (VS). VS is national Ministry of Finance. In Emilia-Romagna, 
divided into two departments: Animal Health and there are 8 additional secondary laboratories. Under 



and the third deals with animal welfare, animal 
feeds, veterinary drugs, and animal by-products. 
There are two slaughter and 6 processing 

the United States. 

includes visits to several establishments. Some 

multiple officials fiom the Regional office, 

experts are included in the inspection team. No 
such problems have occurred recently in meat 

two-day in-depth review which included the 

establishment, one 
one microbiologist ional Reference 
Laboratoly in Rom 

the eleven ASLs is performed at least annually, and 

three "sectorial" audits (with emphases on slaughter 

more than ten "sectorial" audits were performed; the 

were conducted in 2008. An establishment audit 

non-compliances regarding personal hygiene, 
maintenance of over-product equipment, control of 
inedible products, and cross-contamination were 
identified. A NOID was issued. The Regional 
officials conducted a follow-up audit 30 days ailer 
the establishment received written notification of 
the audit report; some of the conective actions were 
not yet complete. The Regional officials 

ews with inspection officials in the ASL in Modena (in 
the Region of Emilia-Romagna. The ASL in Modena Province is one of 11ASLs in the 
Region of Emilia-Romagna (there are two each in the Provinces of Bologna and Forli- 
Cesena). This Province is divided into three territories, each of which has a Director. 



One slaughter establishment and one processing establishment in the P 
are certified for export to the US. During the audit of Est. 791L, co 
4/21/2008, a NOID was issued. The ASL supervisor conducted a follow-up review on 
5/9/2008 and reported that the corrective actions were complete. A further follow-up 
review was conducted by the Director of Office IX of the Ministry of Health on May 23; 
the ASL supervisor and the Official Veterinarian in the establishment participated. This 
review confirmed the completeness of the corrective actions, and the NOID was lifted. 
The MOH conducted further reviews on October 5 and November 28; corrective actions 
remained effective. 

One US-eligible establishment in Modena Province (Est. 946L) was delisted on 
11/24/2008. The ASL supervisor, during a routine review on 9/24/08, reported 
condensation adulterating product, rust on rails, gaps under outside doors, inadequate 
cleaning of equipment, and accumulations of old equipment on outside grounds. He 
wrote non-compliance reports requiring corrective actions and requested another review 
by the Regional officials. This was performed on 11/18/2008. Corrective actions were 
reported to be effective. The Director of the Regional office recomme 
the General Director of the Office of Food Safety and Nutrition in the 
establishment was delisted on 11/24/08. 

Examples of internal supervisory audit reports were provided. Approximately one-fourth 
of the audits of the slaughter establishment included ure-operational sanitation -
verification. When the supervisor performs pre-operational sanitation verificati 
inspects the facilities before the establishment employee conducts the normal 
operational inspection, and then observes the latter to see if helshe finds the s 
compliances that were observed previously. (During the July 14 audit of the 
establishment, the supervisor reported two non-compliances that the establishment 
inspector had missed.) The focus of the internal reviews also routinely included 
establishment compliance with HACCP, SSOP, and SPS requirements, and also 
performance of the in-plant inspection officials. One deficiency noted was that 
Official Veterinarian had not used the correct official form for evaluation of FS 
requirements, which contains English translations of the items on the c 

7.2.2 Ultimate Control and Supervision 

The CCA has ultimate control over all establishments certified for e 
States. MOH headquarters offlcials perform one-day supervisory 
of the US-eligible establishments each year; these reviews include reviews of the ASLs' 
supervision of the establishments. During the 2008 calendar year, MOH performed 
internal audits of 10 establishments and 7 ASLs. The MOH establishment audits cover 
HACCP programs, SSOPs, SPS, microbiological and residue sampling, and evaluation of 
the activities of the in-plant inspection staff. MOH officials also ev 
activities during the establishment reviews. The Regions are supervised for exp 
activities by Office IX (Foodstuffs Export) of DGSAN. The Regions perform 

a frequency determined by the offici 

ws are performed by the ASL offlcials at a 
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ASL according to the operations c 
hter andlor cutting plants must be reviewed at le 

months, establishme~lts producing bon 
ham at least every 4 months, and all other establishments (slicing, cooki 
every two months. Furthermore, during approximately half of the 
i~lternal audits, veterinarians fiom different Regions are invited and 
officials, for purposes of correlation and continuing education. The 
periodic internal supervisory reviews conducted by the ASL officials are pro 
Regional Office for evaluation. 

The CCA has ultimate control over all government laboratories. Withi 
Ministry of Health's Dept. of Veterinary Health, there are three Units. 
direct oversight of the microbiology laboratories; all microbioIogy lab 
for analysis of US-eligible products are government-owned and -oper 
branches of the Ministry of Health that deal with veterinary public health issues in the 
autonomous regions and provinces form the IZS; there are 10 IZS he 
which serve more than one autonomous region or province. Five of the IZS territ 
(whose headquarters are in Torino, Brescia, Padova, Roma, and Ter 
eligible establishments. All media used in the official microbiology 
prepared in the IZS headquarters laboratory in each IZS temtory and s 
laboratories. Unit I1 conducts the audits of the official laboratories and also verifies 
compliance with technical requirements at least every 15months (usually withii each 
fiscal year). The audits cover FSIS' Microbiology Laboratory Guidebook methods for 
ready-to-eat product testing for Listeria monocytogenes and Salmonella. An independent 
organization (SINAL) performs accreditation of the Italian residue and microbiology 
laboratories. A single work-sheet model is used for analysis of US-eligible product in all 
official laboratories. There is a system in place through which specific technical 

roved methods are provided to all 
ementation is verified during the i 

e provided on the MOH website. The 
access the form electronically and print it. When a form is filled out, it m 
with an official seal to be valid. Each health certificate bears a unique identification 
number that is assigned at the ASL level. There two k i d s  of seals: One is issued 
directly to each veterinarian (it contains the name and title of the person and the person 
carries it to each assignment and keeps it under security in the inspection office while at 
the establishment) and the other (the official seal of the General Health Directorate, 
Regional Office) is issued to each veterinary office and is kept under security at all times, 
when not in use. A Regional Note (in Lombardia) was provided to 
enumerating and clarifying procedures for the protocols for issuance 
for each country to which meat products are exported. 



ssional degrees from recognized sch 
dditional3-year post-graduate university course 

spection of foodstuffs, and 

group covering HACCP, SSOPs, and SPS, and the other in San Dani 
the collection of data in the electronic ICARUS system database (for 
Salmonella testing and results). 

receive specific food-production courses and on-the-job training with official 

quarters and Regional levels are not all 
fficials assigned to the establishments are 

of the ASL after helshe has determined that there is no possibility of a conflict of interest. 
One veterinarian, the Official Veterinarian (equivalent to the Inspector-In-Charge) in two 
establishments audited in the Region of Friuli, had a small-animal practice in a town 
some 20 miles from the establishments. She provided the official attestation fr 

The CCA has the authority and the responsibility to enforce US and Europe 
Commission (EC) requirements. EC Regulations 85212004, 85312004, and 
define the Central Competent Authority of each Member State. Italy's Legisl 
Decree No. 193 (November 6,2007), Article 2 describes the Competent Autho 
various levels (the Ministry of Health, the 19 Regions, the two Autonomous Provinces of 
Trento and Bolzano, and the ASLs). 

transposed into Italian law under the Gazzetta Ufficiale No. 289 (December 11, 



establishment's operations, the issuance of a NOID, and (together with Regional 
officials) delistrnent. Documentation of these enforcement actions was provided: A 
NOID was issued to Establishment 476L on 10/14/2008 following the determination of 
non-compliance with US requirements during a routine monitoring (audit) activity. The 
Regional officials conducted a follow-up audit on November 14,2008 and determined 
that the establishment had not taken effective correctiveactions. The establishment was 
delisted one week later (on November 21). 

7.2.5 Adequate Administrative and Technical Support 

The supervisor of each ASL assigns inspection staff to the establishments. The 
responsibility for providing relief in case of planned or unplanned absence lies with the 
ASLs, since the latter assign the in-plant inspection personnel and provide direct 
technical support to the establishments. Relief is usually provided from a pool of 
inspection personnel assigned to other establishments; some establishments are large 
enough that a veterinariannot assigned to line inspectioncan cover an absence. For 
example, five veterinarians are assigned to the slaughter establishment in Emilia-
Romagna; all of them are qualified to serve as Official Veterinarian in case of planned or 
unplanned absence. Several well-documented examples of both pre-scheduled and 
unplanned relief coverage were provided during the course of the country audit. In the 
ASL in Modena, there are two employees who are qualified to substitute for the 
inspection personnel assigned to the US-eligible processing establishment. 

When the management officials of a new establishment are interested in becoming 
eligible to export to the United States, their first step is to express that interest to the 
Regional office. The Regional officials conduct an in-depth verification audit to ensure 
that the establishment is in compliance with all requirements. During these audits, the 
Regional officer also conducts refresher training for the inspection personnel in the 
establishment. Typically, multiple audits are necessary. (An example was provided for 
an establishment in the Lombardia Region whose management officials expressed 
interest in September 2008; four audits had been conducted as of the date of this 
interview, and for this establishment, further improvement was still required.) When the 
Region has determined that the establishment controls are in compliance, the Regional 
officials inform the headquarters officials in the MOH, the establishment then submits a 
formal application to the MOH through the Regional office. A final audit is carried out 
by officials from the MOH. If the audit is successful, the establishment is added to the 
eligibility list. 

7.2 Headquarters Audit 

The auditor conducted a review of inspectionsystem documents at the headquartersand 
regional offices, and also in inspection offices in the audited establishments. These 

focused primarily on food safety hazards and included the following: 

Supervisory visits to establishments that were certified to the United States. 
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10. SANITATION CONTROLS 

As stated earlier, FSIS auditors focus on five areas of risk to assess 
inspection system. The first of these risk areas that the FSIS audit 
Sanitation Controls. 

Based on the on-site audits of establishments, and except as noted below 
inspection system had controls in place for SSOP programs, all aspects o 

ion of actual or potential instances of product 
ene practices, and good product handling 

1s in place for water potability records, 
nage prevention, separation of operations, 

pace, ventilation, ante-m 

d to determine if the basic 
regulatory requirements for SSOPs were met, according to the cr 
U.S. domestic inspection program. The SSOPs in all of the 14 
were found to meet the basic FSIS regulatory requirements; 
compliance with SSOP requirements were reported: 

In one processing establishment, two workers removing the bones 
observed to contact the edges of a container for inedibl 
mesh gloves. The inspection officials immediately o 
sanitize their mesh at the bone container be repositione 
from their work are 

In one processing establishment, several packages o 
pallets, were observed in a storage freezer with small tears in the plastic so that the 
meat was exposed. The inspection officials ordered reinspecti 
and condemnation of those packages with tom coverings; the establ 
condemned the entire two affected pallets of product. 

10.2 Sanitation Performance Standards 

Sanitation Pe&ormance Standards in all establishmentswere found 
equirements; one implementation non-compliance 

cessing establishment, a large pepper grinder was ob 
areas of rust and flaking paint on its outer (non-product-cont 

further use by the inspection officials. 
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tive 64/433 was r 

product. The auditor 

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

12. SLAUGHTERPROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditor(s) reviewed was Slaughter1 
Processing Controls. The controls include the following areas: Ingredients 
identification; control of restricted ingredients; formulations; processing schedules; 
equipment and records; and processing controls of cured, dried, and cooked products. 

The controls also included the implementation of HACCP systems 
generic E. coli testing programs in all of the establishments audited. 

12.1 Humane Handling and Humane Slaughter 

No non-compliance was reported. 

12.2 HACCP Implementation 

Each slaughter and processing establishment certified to export meat pro 
United States is required to have developed and adequately implemented a 



I 

i ere performed were not rec 

I 
i 
I were calibrated regularly 

were documented individually. 

verification procedures of the monitorin 
the times when they were performed wer 

the Quality Control manager was actually conducting and docume 

CP non-compliances were reported in te 

12.4 Testing for Listeria monocytogenes 

Eight of the 14 establishments audited were producing ready-to-eat prod 
required to meet the basic FSIS regulatory requirements for testing for L 
monocytogenes and were evaluated according to the applicable regulatio 

Testing for Listeria monocytogenes was conducted properly in all of the ei 
establishmentsin which it was required. 



ational Residue Testi 

as that the FSIS auditor(s) reviewed was E 

14.1 Daily Inspection in Establishments 

Inspection was being conducted daily, whenever US-eligible products 
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