
In response to information provided by the competent authority, any factual error noted in 
the draft report has been corrected; any clarification appears in the form of a footnote.

EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Health and food audits and analysis

DG(SANTE) 2018-6336

FINAL REPORT OF AN AUDIT

CARRIED OUT IN

ITALY

FROM 20 TO 28 MARCH 2018

IN ORDER TO

EVALUATE THE IMPLEMENTATION OF HYGIENE, TRACEABILITY AND TRADE 
REQUIREMENTS OF PROCESSED ANIMAL PROTEINS, INCLUDING EXPORTS, 

IMPORTS AND INTRA-UNION TRADE

Ref. Ares(2018)5466881 - 24/10/2018



I

Executive Summary

This report describes the outcome of an audit carried out in Italy from 20 to 28 March 2018.  
The audit is part of a series of audits aimed at evaluating the measures put in place by the 
competent authorities to ensure that the requirements regarding the hygiene, traceability and 
the trade of processed animal protein (PAP) are implemented by relevant business operators, 
as required by Regulation (EC) No 1069/2009, Commission Regulation (EU) No 142/2011, 
Regulation (EC) No 999/2001 and Regulation (EC) No 882/2004.

The Italian authorities have put in place a largely comprehensive system of official controls 
(inspections and sampling) on relevant hygiene and traceability requirements applicable to 
the production and trade of processed animal protein (PAP). The implementation of the 
system is supported by a clear allocation of responsibilities and arrangements in place to 
ensure that official staff are well aware of the relevant legal requirements. This provides 
good basis to ensure that, in general, checks on the implementation of requirements on 
hygiene and on identification and traceability of PAP are largely effective. 

Nonetheless, registered operators such as traders and transporters are not controlled 
according to the planned frequencies in one region, the approval and registration of some 
ABP plants and operators is not always accurate and the lists of plants in the chain of 
production and use of non-ruminant PAP for the aquaculture sector are not accurate. These 
weaknesses partly undermine the overall effectiveness of the system of official controls.

Concerning the verification of the implementation of the specific requirements concerning the 
trade of PAP, there are the following main weaknesses:

• The requirement to inform, via TRACES, the competent authorities of Member States 
of origin of the arrival of consignments of PAP has not been fully implemented yet, and 
consignments of organic fertiliser/soil improver (OF/SI) containing PAP dispatched to other 
Member States have not yet been considered as requiring notification in TRACES.  

• Official controls on the export of PAP containing proteins of ruminant origin are not 
fully implemented. 

Overall these flaws partly undermine the solidity of the feed ban measures concerning the 
aquaculture sector, and the general reliability of the flow of information in the trade of PAP 
and PAP containing ruminant proteins.

The report contains recommendations to the Italian competent authorities to address the 
shortcomings identified.
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ABBREVIATIONS AND DEFINITIONS USED IN THIS REPORT

Abbreviation Explanation

ABP Animal by-products

ASL Local Health Unit (Azienda Sanitaria Locale)

BIP Border inspection post

BTSF Better Training for Safer Food

DGAHVM Directorate- General for Animal Health and Veterinary Medicine

DGFHFSN Directorate- General for Food Hygiene, Food Safety and Nutrition

GTH Glyceroltriheptanoate

HACCP Hazard Analysis and Critical Control Points

MBM Meat and bone meal

OF/SI Organic fertiliser / soil improver

PAP Processed animal protein, as defined in point 5 of Annex I to 
Regulation (EU) No 142/2011 

PNAA National Control Plan on Animal Nutrition (Piano Nazionale di 
Controllo Ufficiale sull' Alimentazione degli Animali)

RVS Regional Veterinary Services 

SINTESI National veterinary database system for approved establishments of 
the Ministry of Health 

TSE Transmissible spongiform encephalopathies

TRACES TRAde Control and Expert System

UVAC Veterinary Offices for Compliance with Community Requirements 
(Uffici Veterinari per gli Adempimenti degli Obblighi Comunitari)
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1 INTRODUCTION

This audit took place in Italy from 20 to 28 March 2018 as part of the European 
Commission’s Directorate General for Health and Food Safety published work programme.  
The audit team comprised two auditors and was accompanied throughout the audit by 
representatives of the central competent authority, the Ministry of Health.

An opening meeting with the competent authorities was held on 20 March 2018, during 
which the objectives, itinerary and the reporting procedures for the audit were confirmed. 

2 OBJECTIVES AND SCOPE

The objective of the audit was to evaluate if the measures put in place by the competent 
authorities in Italy in relation to hygiene, traceability and the trade of processed animal 
protein (PAP) are implemented in accordance with Regulation (EC) No 1069/2009 of the 
European Parliament and of the Council, Commission Regulation (EU) No 142/2011, 
Regulation (EC) No 999/2001 of the European Parliament and of the Council and Regulation 
(EC) No 882/2004 of the European Parliament and of the Council.

In terms of scope the audit focused on the production, placing on the market and trade of 
PAP, excluding fishmeal, and including its export/import to/from non-EU countries. Official 
controls carried out at food processing plants, including food retailers, where animal by-
products (ABP) are generated, were excluded from the scope of this audit.

The itinerary of the audit included the following visits:

Visit/meetings

No Comments

Central 2 Opening and closing meetingsCompetent authority

Local 3 Meeting with two Regional Veterinary Offices and 
staff of a Border Inspection Post (BIP)

Processing plants 3 Processing Category 3 ABP of non-ruminant and 
ruminant origin

Producer of organic fertiliser/soil 
improver (OF/SI)

1 Producing organic fertiliser/soil improver (OF/SI) 
using meat and bone meal (MBM) Category 2

Transporter 1 Transporting ABP 

Trader 1 Trading PAP to other Member States and to non-
EU countries

Storage plants 2 Both storage facilities in connection with 
processing plants visited
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3 LEGAL BASIS 

The audit was carried out under the general provisions of EU legislation and, in particular, 
Article 45 of Regulation (EC) No 882/2004 of the European Parliament and of the Council.

4 BACKGROUND

4.1 OVERVIEW OF THE PRODUCTION AND TRADE OF PROCESSED ANIMAL PROTEINS (PAP)

According to data provided by the Ministry of Health, in Italy in 2017, 2,465,282 tonnes of 
Category 3 ABP were processed in Category 3 processing plants and resulted in 404,634 
tonnes of PAP; this production was 500,525 tonnes in 2016. A considerable amount of this 
PAP is either dispatched to other EU Member States or exported to non-EU countries. The 
amount of PAP traded to other Member States in 2017 was 70,956 tonnes. 

Until July 2017, the export of PAP containing proteins of ruminant origin was banned.  In the 
second semester of 2017, following the amendment of Regulation (EC) No 999/2001 which 
laid down specific requirements for a channelling procedure for the export of ruminant PAP, 
16,008 tonnes of PAP containing ruminant protein were exported from Italy.

4.1.1 Intra-EU trade: PAP traded from Italy in 2017 – (source:  TRAde Control and Expert 
System - TRACES)

The total amount of PAP traded from Italy to other EU Member States in 2017 consisted of 
3,057 consignments and amounted to 70,956 tonnes. The top five Member States receiving 
this PAP were the following:   

Country of destination No of consignments Total weight (tonnes)

France 706 17,130

Netherlands 656 16,657

Czech Republic 215 4,431

Spain 127 2,782

Poland 108 2,629

4.1.2 Intra-EU trade: PAP traded into Italy in 2017 – (source: TRACES)

The total amount of PAP traded into Italy from other EU Member States in 2017 consisted of 
11,007 consignments and amounted to 273,458 tonnes. The top five Member States trading 
this PAP into Italy were the following:   
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Country of origin No of consignments Total weight (tonnes)

Germany 2,366 65,862

Ireland 1,539 33,530

France 1,275 31,358

Spain 1,149 29,434

United Kingdom 1,175 27,254

4.1.3 Export of PAP containing protein of ruminant origin in the second semester 2017 (source: 
Italian Ministry of Health) 

The total amount of PAP containing protein of ruminant origin exported from Italy to non- 
EU countries in the second semester 2017 consisted of 738 consignments and amounted to 
16,008 tonnes. The five countries to which Italy exported the highest amount of PAP 
containing protein of ruminant origin were:

Country of destination No of consignments Total weight (tonnes)

Cambodia 195 4,103

Myanmar 174 3,757

Thailand 142 2,921

Singapore 110 2,761

Indonesia 67 1,424

4.1.4 Import of PAP into Italy in 2017 ((source: TRACES)

Country of origin No of consignments Total weight (tonnes)

Norway 384 9,392

New Zealand 24 520

Total 408 9,912

5 FINDINGS AND CONCLUSIONS

Legal acts quoted in this report are provided in Annex I and refer, where applicable, to the 
last amended version.  Relevant articles or sections of the legislation cited in Annex I are 
referred to in the individual findings in this section of the report.
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5.1 SYSTEM OF OFFICIAL CONTROLS ON THE PRODUCTION AND TRADE OF PAP

5.1.1 Competent authorities involved

Legal requirements 

Articles 4 and 6 of Regulation (EC) No 882/2004

Findings 

1. The organisation and responsibilities for official controls of business operators 
producing and trading PAP are included in the wider scope of controls of the ABP 
chain. These controls are broadly described in the country profile for Italy, available at:

http://ec.europa.eu/food/audits-analysis/country_profiles/details.cfm?co_id=IT

2. In summary, the main central division responsible for the policy, legislation and general 
planning of official controls in the area of ABP, is Office 2 of the Directorate General 
for Food Hygiene, Food Safety and Nutrition (DGFHFSN) of the Ministry of Health.

3. In addition, three services of the Directorate General for Animal Health and Veterinary 
Medicine (DGAHVM) of the Ministry of Health are involved in the area covered by this 
audit: a) Office 3, which deals with all legal requirements as regards transmissible 
spongiform encephalopathies (TSE) according to Regulation (EC) No 999/2001; b) 
Office 7, which is in charge of animal feed and controls in relation to the  feed ban and 
which develops the multi-annual official national control plan on animal nutrition 
(PNAA), and c) Office 8, which is responsible for BIPs and the Veterinary Offices for 
Compliance with Community Requirements (UVAC).

4. At regional level, responsibility for animal health, food of animal origin, feed safety and 
animal welfare is assigned to the regional veterinary services (RVS) which are part of 
the regional public health services and whose tasks include coordination of the activities 
of the local competent authorities. 

5. The planning and the execution of official controls lies at local level with the local 
health units (ASLs), which are usually divided into three administrative areas named 
areas A, B and C.  Checks on requirements concerning the scope of this audit are mostly 
under the remit of the area C- hygiene conditions of livestock enterprises and animal 
welfare.

6. Office 2 of the DGFHFSN has established a nationwide ABP working group with nine 
members out of the 19 regions and two autonomous provinces in Italy. Those regions 
are the main producers/traders of ABPs in Italy and representatives meet three to four 
times per year to discuss the topics raised by the Ministry or by the regions, and to draft 
guidelines and checklists for official controls.  Records of the outcome of the meetings 
were available to the audit team.  The documents prepared by the working group are 
made available to the rest of the regions.  

http://ec.europa.eu/food/audits-analysis/country_profiles/details.cfm?co_id=IT
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7. Both regions visited have established working groups on ABP topics, chaired by 
regional coordinators and attended by inspectors from local authorities. At local level, 
exchange of information between inspectors is facilitated by regular and ad-hoc 
meetings. 

8. Both services of the Ministry of Health (DGAHVM and DGFHFSN) have circulated 
several informative notes on PAP to the regional authorities since 2011, including those 
on specific requirements for the export of different types of PAP and on the latest 
amendments of Regulation (EC) No 999/2001. These were then forwarded to the ASLs 
and BIPs. 

9. The inspectors met at local level demonstrated a sound knowledge of general legal 
requirements on ABP and the production of PAP and were also aware of specific 
requirements such as the channelling procedure for the export of consignments of 
ruminant PAP.   

5.1.2  Registration, approval and authorisation of ABP plants and operators

Legal requirements 

Articles 23, 24 and 47 of Regulation (EC) No 1069/2009
Section D of Chapter IV, Section A of Chapter III and Section A of Chapter V of Annex IV 
to Regulation (EC) No 999/2001

Findings

10. The ASLs manage the approval and registration requests of operators in the ABP sector 
in accordance with Regulation (EC) No 1069/2009 and the procedures established by 
the RVS. The RVS are responsible for assigning the approval and registration numbers, 
the registration of the operators in the national data base system SINTESI and for 
updating and verifying the data transmitted by the ASLs. DGFHFSN provides 
information and clarification to the RVS on the activities subject to the approval and 
registration of operators and to modify the SINTESI system, e.g. DGFHFSN has added 
a column "TSE feed ban registration/authorisation" in the list of ABP establishments in 
order to insert the information in accordance with Section A, Chapter V of Annex IV to 
Regulation (EC) No 999/2001.

11. All ABP plants and operators visited by the audit team, and their suppliers or clients, 
were included in publicly available lists as required by Article 47 of Regulation (EC) No 
1069/2009.

12. However, in some cases, the approval and registration certificates issued by the RVS did 
not reflect the current products manufactured/handled and the nature of the operations 
performed, contrary to what is required by Article 23 of Regulation (EC) No 1069/2009.    
In particular, two Category 3 processing plants visited had also been granted approval 
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for the production of OF/SI using Category 3 PAP, although one of these operators 
(operator A) had not yet carried out this activity, and the other operator (operator B) had 
not carried out it since 2014.  Operator B had included this activity in its hazards 
analysis and critical control points (HACCP) plan, whereas operator A had not 
developed any procedure to deal with this activity in its HACCP plan.   

13. A producer of OF/SI visited, initially approved as a Category 2 OF/SI plant and using 
manure, MBM and PAP as raw materials, had asked for an additional approval as a 
Category 3 OF/SI plant.   The operator explained to the audit team that the main reason 
for this request was to be able to sell PAP to other establishments, and had allocated a 
dedicated storage area in the plant for this trade in PAP.  The plant had been given a 
further approval as a Category 3 OF/SI plant and not as a storage plant, which would 
have been more appropriate taking into account the storage and trade activities to be 
carried out.

14. An operator visited was registered and listed as a transporter for both Category 2 and 3 
ABP since 2016.  Since then, he had been using his truck and two containers for the 
transport of Category 3 ABP only.  The reusable containers were marked with individual 
numbers which were mentioned in the registration, but were not dedicated to one 
category of ABP each, therefore the operator could have used the containers for both 
categories without the competent authority being aware of that, with the risk of cross-
contamination between Category 2 and 3 ABP. An official control on this operator has 
not been carried out before.    

15. The audit team noted some inaccuracies in the official lists of plants along the chain of 
production of non-ruminant PAP to be used in the aquaculture sector, as follows:

a. The list of food plants contained a very limited number of plants and in one case a 
plant approved for cutting bovine, ovine and caprine meat was wrongly listed in 
such list.

b. The list of ABP processing plants did not contain several plants which were 
included in another official list containing ABP processing plants eligible to 
export non-ruminant PAP (see finding 16).

c. The competent authorities confirmed that the above-mentioned lists could not be 
considered realistic, although in July 2017 the DGAHVM and DGFHFSN 
reminded the RVS in a joint letter to list the relevant establishments. This is not in 
line with the requirements laid down in Section A, Chapter V of Annex IV to 
Regulation (EC) No 999/2001

16. As a consequence of the previous finding (No 15), whenever an export/trade certificate 
of non-ruminant PAP has to be issued, or an ABP operator wants to have confidence 
that his suppliers are eligible for the production of non-ruminant PAP, it is necessary to 
contact the authority in charge of controls on the supplier and request an official 
declaration. The Ministry of Health keeps a list of operators, mainly processing plants, 
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which are eligible for the export of non-ruminant PAP, but this list does not cover all 
types of establishments covered in Section A, Chapter V of Annex IV to Regulation 
(EC) No 999/2001 (see also finding 35).

5.1.3 Planning of official controls

Legal requirements 

Articles 4(3) and 45 of Regulation (EC) No 1069/2009
Article 32 of Commission Regulation (EU) No 142/2011
Article 7 of, and Annex IV to, Regulation (EC) No 999/2001 
Article 3, 4 and 8 of Regulation (EC) No 882/2004 

Findings

5.1.3.1 Planning of inspections 

17. The Ministry of Health in cooperation with the regions has established guidelines for the 
risk assessment of ABP operators, proposing a classification of different types of 
approved operators into three risk categories with related frequencies of official controls. 
The scheme for the determination of the risk class takes into account a) the main 
characteristics of the establishment, b) the volume of production and distribution, c) raw 
materials and products, d) hygiene of the production, (e) the system of own controls, and 
f) historical compliance of the establishment.  

18. On the basis of this risk analysis the inspection frequency has been broadly set as 
follows for the type of ABP plants and operators in the scope of this audit: a) processing 
plants: quarterly up to monthly, b) producer of OF/SI: annually up to quarterly, c) 
storage plants of ABP: annually up to quarterly, and, d) transporters and traders, as 
registered operators in general: once per year. Additional audits should be carried out on 
approved operators every second year.  In both regions visited, the regional authorities 
instructed the ASLs to follow the above-mentioned guidelines.

19. In one region visited, the ASL had developed a very detailed plan for the inspections, 
including the scope of inspections, the duration and setting a timeline for the 
inspections.  In both regions, the ASLs assign the establishments to individual 
inspectors. 

5.1.3.2 Sampling programme

20. The PNAA issued by Office 7 of DGAVHM requires to sample feed to test for bone 
fragments and/or ruminant DNA, to verify compliance with the legal requirements of the 
feed ban.   The sampling plan includes annually 750 random samples at dairy farms and, 
1500 risk-based targeted samples on all kinds of feed business operators including those 
handling PAP. 

21. The sampling plan provides for 25 official samples annually to determine the level of 
glyceroltriheptanoate (GTH), a marking substance added to MBM according to Annex 
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VIII Chapter V, Section 1 Article 3c of Regulation (EC) 142/2011. As the official 
laboratory was able to lower its detection limit for GTH and is therefore in a position to 
detect an illegal diversion of MBM into PAP, the PNAA for 2018 includes samples of 
Category 3 PAP within the 25 scheduled samples.  

22. Official samples of PAP for microbiological criteria are taken within the PNAA where 
they focus on the detection of Salmonella spp.in feed materials.  In 2017, 53 samples for 
Salmonella spp. were taken on raw materials of animal origin, which included ABP for 
the production of petfood and PAP.

5.1.3.3 Procedures and instructions

23. A comprehensive set of guidance documents, models of checklists and notes issued by 
DGFSHFN are available for officials carrying out different types of official controls in 
the area audited. In addition, the regional services have updated these checklists and, 
mainly in one region visited, drafted comprehensive guidance documents and 
instructions of their own. The audit team noted that neither the Ministry of Health nor 
the regions visited have prepared checklists for official controls on traders of ABP and 
derived products. 

24. The services of the Ministry of Health have issued an informative note following 
Regulation (EU) No 2017/893 amending the requirements for the export of ruminant 
PAP and two notes specifying and clarifying the conditions for transport and dispatch of 
PAP of non-ruminant origin and pet food.

5.1.4 Conclusions on the system of official controls

25. The system of official controls, including sampling, on ABP operators and 
establishments along the chain of production and trade of PAP in Italy is risk-based and 
supported by a clear allocation of responsibilities and arrangements in place to ensure 
that staff are well aware of the relevant legal requirements, including specific 
requirements such as the channelling procedure for the export of consignments of 
ruminant PAP.

26. However, the lists of plants in the chain of production and use of non-ruminant PAP for 
the aquaculture sector are not sufficiently accurate. This weakness hampers the 
competent authority's overview and has resource implications for officials who have to 
investigate each case when a decision on the presence of ruminant protein in a given 
consignment of PAP has to be taken.  Moreover, certain inaccuracies identified in the 
approval and registration of some ABP plants and operators partly undermine the overall 
effectiveness of official controls.  
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5.2 IMPLEMENTATION OF OFFICIAL CONTROLS

Legal requirements 

Articles 4(3), 21, 22, 41, 43, 45(1), 46, 48 and 53 of Regulation (EC) No 1069/2009
Articles 8, 17(1), 21, 32 and Annexes IV, VIII, IX, X, XV and XVI to Commission 
Regulation (EU) No 142/2011
Article 7 and Annex IV to Regulation (EC) No 999/2001 
Article 3 of Regulation (EC) No 882/2004

Findings 

27. In one region visited, the planned inspection frequency was generally adhered to; all 
approved establishments were inspected according to the plan, as were the registered 
establishments under the competence of the ASL visited.  In the other region, the 
number of inspections carried out in 2017 was, in general, lower than expected, in 
particular for traders and transporters.  In this region, 21 ASLs had been recently merged 
into nine, and representatives from an ASL visited by the audit team declared that after 
this reorganisation, due to the consequent staff constraint, they were not able to follow 
the planned inspections frequency, particularly for these registered operators (traders 
and transporters).  The audit team noted that only about 10% of these operators had been 
inspected in 2016 and 2017.  This is not in line with Article 3 of Regulation (EC) No 
882/2004.

28. In both regions, the official control plan also schedules audits of approved ABP 
operators every other year, following the proposal of the Ministry of Health. (see finding 
19).  These audits were in many cases not implemented according to the plan. The 
representatives of the regions stated that although this planned frequency of audits is not 
implemented, the inspectors are present in the approved establishments very frequently 
due to activities such as the regular inspections, taking of samples or issuing of 
certificates, and therefore, no concern arose as regards non-sufficient official controls on 
these operators. 

5.2.1 Controls on the hygiene requirements

29. In the three Category 3 ABP processing plants and the producer of OF/SI visited, good 
levels of hygiene and comprehensive HACCP plans were in place. The competent 
authorities had evaluated the operators' HACCP plans thoroughly and had also, for 
example, asked for evidence of the retention time of the material in the cooker to check 
the validation of the processing method carried out by the ABP operator.

30.  The ABP received as raw materials observed during the visits of the processing plants   
were generally in line with the legal requirements for Category 3 ABP. In two plants 
visited there was very limited contamination with plastic packaging material. The 
operators and the competent authorities took immediate actions to remedy the situation 
and were clearly aware that presence of packaging material in the final product (PAP) is 
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prohibited if this is destined for feeding, as laid down by point 3, Section 4, Chapter I of 
Annex IV to Commission Regulation (EC) No 142/2011. 

31. In one Category 3 ABP processing plant visited, the operator had established a new 
production line processing Category 3 ABP using processing Method 7.  This additional 
line was not operational yet, but the business operator had carried out already a trial 
which included microbiological analyses of samples of the finished product as required 
for the validation of the method.   The analytical results provided by an external private 
laboratory for Clostridium perfringens were reported as "<10 c.f.u./g", which is different 
to the provisions in point G, Chapter III of Annex IV to Commission Regulation (EC) 
No 142/2011, which requires "Absence in 1 g of product".  These laboratory reports had 
not yet been submitted to the competent authority.  The inspector in charge of the 
establishment, who was handed the reports during the visit, was able to immediately 
identify that the way these results were reported could not ensure the compliance with 
the relevant legal requirement. 

32. In another processing plant visited, processing Category 3 ABP of porcine origin and 
using Method 4, regular official samples of PAP were taken for the detection of 
Enterobacteriaceae and Salmonella spp. to verify compliance with the microbiological 
criteria for PAP as laid down in Chapter 1 of Annex X to Regulation (EU) No 142/2001. 
In this regard, the audit team noted that these samples had also been tested to detect the 
presence of Clostridium perfringens, although this is not required for this processing 
method.  As the analytical result from the official laboratory was also reported as "<10 
c.f.u./g" which would not be sufficient to declare the absence of such a pathogen in 1 
gram of the sample (as required for PAP produced using Method 7), the audit team 
asked for clarifications and representatives from an official laboratory stated that they 
use ISO 7937:2004 (colony-count technique) to detect Clostridium perfringens in 
samples of food, feed and ABP and have to express the result in this way.

5.2.2 Controls on the requirements for identification and traceability of PAP produced and 
traded to and from other Member States

33. Checks on commercial documents and other relevant records (e.g. weighbridge records, 
commercial invoices, etc.) accompanying consignments of raw ABP and PAP and other 
relevant records (e.g. intake and dispatch registers) are regularly carried out during 
inspections. These checks are also mentioned in the checklists in use by the local 
authorities for the different types of establishments.

34. In all premises visited during the audit, the audit team cross-checked a random sample 
of these documents and noted that, in general, they were in line with the relevant 
requirements. 

35. The audit team visited a trader of PAP and pet food.  This trader buys PAP mainly from 
various processing plants in Italy and either sells non-ruminant PAP to operators in non-
EU countries (40% of its trade) or sells ruminant PAP to a pet food producer in Italy 
which uses it for the production of a complementary pet food (see finding 36).  This 
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operator has been inspected annually during the last few years, according to the general 
frequency for registered operators, but the official controls on the traceability focussed 
on the trade in pet food and had not taken into account the documents and records 
related to the trade in PAP.  For the selection of suppliers for non-ruminant PAP for 
export, the operator relied on a list of the Ministry of Health identifying establishments 
eligible for export of pure PAP containing non-ruminant protein and availed of official 
declarations whether the establishments are approved and eligible for export (see finding 
16).    

36. During the visit of a Category 3 plant processing ABP of mixed origin (including 
ruminants), the audit team noticed that most of its PAP production (more than 100,000 
tonnes in 2017) was mixed with a feed material of plant origin (sunflower seed meal) 
and exported to South East Asia as complementary pet food. As complementary pet 
food, this product is not subject to the channelling and notifications provisions laid 
down by Regulation (EC) No 999/2001 for PAP containing ruminant proteins, although 
it consists of, approximately, 95-97% of PAP and 3-5% of feed material of plant origin.. 
The competent authorities at local and central level were aware of such trade, which 
involved also other establishments, and had already informed the European 
Commission.

37. The Italian authorities do not notify via TRACES the dispatch of consignments of OF/SI 
containing MBM Category 2 or PAP traded to other Member States, to the competent 
authorities of the Member State of destination,  Representatives from Office 2 declared 
that this was their interpretation of the afore-mentioned requirement and, in a reply to a 
request of one RVS in July 2017 seeking clarification on this matter, the services of the 
Ministry of Health confirmed that a notification was not required. This is contrary to the 
requirement of Article 48(3) of Regulation (EC) No 1069/2009.

38. In 2015, an internal monitoring carried out by Office 8 of the DGAHVM revealed that 
about 20% of arrivals of consignments of PAP traded from other Member States had not 
been notified, via TRACES, to the competent authorities of the Member States of origin. 
Afterwards Office 8 took several initiatives (e.g. issuing of notes to the RVS and 
UVAC) to raise the awareness of relevant requirement, laid down by Article 48(3) of 
Regulation (EC) No 1069/2009. As a result, based on the monitoring of consignments 
carried by Office 8 in 2016, the situation improved (less than 1% of consignments not 
notified). Nonetheless, the audit team verified data in TRACES and noted that in 2017 
and in the first quarter of 2018 about 7 and 9 % of consignments, respectively, had not 
been notified. 1  

1In its response to the draft report the competent authority noted that the lack of confirmation of the arrival of 
some PAP consignments in the year 2017 was caused by technical problems resulting from the reorganisation of 
the ASLs of an Italian region.
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5.2.3 Exports and imports of PAP

39. The audit team visited one BIP which is an exit point for consignments of PAP 
containing protein of ruminant origin. The Ministry of Health had informed all BIPs in 
Italy in July 2017 about the amendment of Regulation (EC) No 999/2001 (see 
background) and clarified the legal requirements for the channelled procedure for the 
exports of consignments of PAP containing ruminant protein established by this 
amendment. The BIP visited has developed a dedicated procedure that requires a 
notification of the consignments by email from the responsible operator in advance of 
dispatch, in parallel to the notification in TRACES.  In this way, this BIP was able to 
verify the seals of all consignments of PAP containing ruminant protein for export and 
notified via TRACES, as required by Chapter V, Section E, point 1c of Annex IV to 
Regulation (EC) No 999/2001. 

40. Out of 442 consignments of ruminant PAP dispatched from Italy in 2018 (up to the time 
of this audit), 39 were not checked contrary to the relevant requirement laid down by 
Chapter V, Section E, Article 1 of Annex IV to Regulation (EC) No 999/2001.  Nine of 
these consignments left the EU via a BIP located in another Member State. Office 8 of 
the DGAHVM had already contacted the competent authority of the BIP in the other 
Member State and notified the lack of the seal check in 2017. 

41. The amount of PAP imported in 2017 into Italy was 9,902 tonnes (408 consignments) 
originating from two countries (see table 4.1.4). At the BIP visited, the audit team 
reviewed documents of consignments of PAP entering via this BIP, and confirmed that 
staff are sampling imported PAP in line with Annex XIV, Chapter I, Section 2 of 
Regulation (EC) No 142/201.  

5.2.4 Follow-up of non-compliances

Legal requirements

Articles 46 and 53 of Regulation (EC) No 1069/2009
Articles 54 and 55 of Regulation (EC) No 882/2004

Findings 
42. The regions have developed documents for the recording of non-compliances detected 

during official controls in ABP operators and have put in place specific procedures on 
how these non-compliances, depending on their severity, have to be followed up.  
During the meetings with the RVOs and during the visits to some operators, the audit 
team reviewed records of follow-up actions and measures taken after non-compliances 
had been identified. These were appropriate and in line with the aforementioned 
procedures. 

43. The audit team also reviewed the documentation of the follow-up of non-compliant 
samples tested for microbiological criteria and for the detection of unauthorised protein 
of animal origin. Non-compliances as regards unauthorised protein in feed for 



13

aquaculture (17 out of 243 official samples taken in 2016) were mainly related to 
labelling problems, where certain ingredients (milk products) had not been listed in the 
composition of the feed.   All the non-compliances were followed-up comprehensively. 
In one case of a detection of ruminant DNA in complete feed for trout, for example, the 
feed was immediately blocked on the farm. Investigations at the production plant 
revealed that the positive result was caused by an addition of 0,5 % of whey to the 
complete feed, and after verifying the companies records on own checks which could 
demonstrate the absence of ruminant DNA in the raw materials, the block was lifted.  

5.2.5 Conclusions on the implementation of official controls on the production and trade of PAP

44. Whereas in both regions visited, inspections on approved operators were in general in 
line with the planned frequencies, in one region those concerning traders and 
transporters were not carried out as scheduled, thereby missing an important link in the 
ABP chain. 

45. In general, during inspections along the chain of production and trade of PAP, checks on 
the implementation of requirements on hygiene and on identification and traceability of 
PAP are largely effective.   

46. However, despite some measures taken by the central competent authority, the arrival of 
a significant number of consignments of PAP traded from other Member States is still 
not notified, by means of TRACES, to the competent authority of the Member State of 
origin, and consignments of OF/SI containing PAP dispatched from Italy have not been 
considered as requiring notification in TRACES.  This weakness partly undermines the 
overall reliability of the flow of information of the intra EU-trade of such products.

47. The measures put in place by the competent authorities to control the export of PAP 
containing proteins of ruminant origin, in particular the verification of the seal of 
consignments, are not yet sufficient to ensure that all relevant legal requirements are 
fulfilled. 

6 OVERALL CONCLUSIONS

The Italian authorities have put in place a largely comprehensive system of official controls 
(inspections and sampling) on relevant hygiene and traceability requirements applicable to 
the production and trade of processed animal protein (PAP).  The implementation of the 
system is supported by a clear allocation of responsibilities and arrangements in place to 
ensure that official staff are well aware of the relevant legal requirements.  This provides 
good basis to ensure that, in general, checks on the implementation of requirements on 
hygiene and on identification and traceability of PAP are largely effective. 

Nonetheless, registered operators such as traders and transporters are not controlled according 
to the planned frequencies in one region, the approval and registration of some ABP plants 
and operators is not always accurate and the lists of plants in the chain of production and use 
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of non-ruminant PAP for the aquaculture sector are not accurate. These weaknesses partly 
undermine the overall effectiveness of the system of official controls.

Concerning the verification of the implementation of the specific requirements concerning 
the trade of PAP, there are the following main weaknesses:

 The requirement to inform, via TRACES, the competent authorities of Member States 
of origin of the arrival of consignments of PAP has not been fully implemented yet, 
and consignments of organic fertiliser/soil improver (OF/SI) containing PAP 
dispatched to other Member States have not yet been considered as requiring 
notification in TRACES.  

 Official controls on the export of PAP containing proteins of ruminant origin are not 
fully implemented. 

Overall these flaws partly undermine the solidity of the feed ban measures concerning the 
aquaculture sector, and the general reliability of the flow of information in the trade of PAP 
and PAP containing ruminant proteins. 

7 CLOSING MEETING

A closing meeting was held on 28 March 2018 with representatives of the central competent 
authorities.   At this meeting, the main findings and preliminary conclusions of the audit were 
presented by the audit team.   The central competent authorities did not indicate any major 
disagreement with these.

8 RECOMMENDATIONS

No. Recommendation

1. To ensure the accuracy of the lists of plants in the chain of production and use 
of feed containing PAP derived from non-ruminants for aquaculture, as laid 
down in Section A, Chapter V of Annex IV to Regulation (EC) No 999/2001.  

Recommendation based on conclusion: 26 

Associated findings: 15 and 16 

2. To ensure that the approval and registration of ABP plants and operators 
accurately reflect the products manufactured and the nature of the operations 
performed, based on information provided by the operator as laid down in 
Article 23 of Regulation (EC) No 1069/2009.

Recommendation based on conclusion: 26 

Associated findings: 12, 13 and 14
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No. Recommendation

3. To ensure that planned official controls on operators along the chain of 
production of ABP are actually carried out following the planned 
arrangements, as required by Article 3 of Regulation (EC) No 882/2004.

Recommendation based on conclusion: 44 

Associated findings: 27 and 28

4.  To put in place measures aimed at ensuring that the departure of consignments 
of organic fertilisers and soil improvers (OF/SI) containing PAP or Category 2 
MBM is notified in the TRACES system as laid down by Article 48(3) of 
Regulation (EC) No 1069/2009

Recommendation based on conclusion: 46 

Associated findings: 37

5. To put in place measures aimed at ensuring that information about the arrival 
of consignments of PAP is notified to the Member State of origin, by means of 
the TRACES system, as required by Article 48(3) of Regulation (EC) No 
1069/2009.

Recommendation based on conclusion: 46 

Associated findings: 38

6. To put in place measures aimed at ensuring that all obligations concerning the 
export of PAP containing proteins of ruminant origin, in particular the 
verification of the seals of the consignments by the competent authority at the 
point of exit, are implemented as laid down by Article 7 and Section E, 
Chapter V of Annex IV to Regulation (EC) No 999/2001.

Recommendation based on conclusion:  47

Associated finding: 40

The competent authority's response to the recommendations can be found at:

http://ec.europa.eu/food/audits-analysis/rep_details_en.cfm?rep_inspection_ref=2018-6336

http://ec.europa.eu/food/audits-analysis/rep_details_en.cfm?rep_inspection_ref=2018-6336
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