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Executive Summary

This report describes the outcome of an audit in Brazil carried out from 11 to 22 September 2017, 
as part of the published Directorate-General for Health and Food Safety audit programme. 

The objectives of the audit were to evaluate whether the official controls put in place by the 
competent authority can guarantee that the conditions of production of fishery products in Brazil 
destined for export to the European Union are in line with the requirements laid down in European 
Union legislation, and in particular with the health attestations contained in the model health 
certificate of Appendix IV to Annex VI to Regulation (EC) No 2074/2005 and, in that context, to 
verify the extent to which the  corrective actions submitted to the Commission services in response 
to the recommendations following the previous (2012) fishery products audit have been effectively 
implemented and enforced by the competent authority. 

The report concludes that the official control system developed by the competent authority is based 
on legislation and control procedures which, if implemented as foreseen, should be capable of 
providing adequate assurance that fishery products meet many of the requirements set out in the 
European Union health certificate. This does not apply, however, in respect of:

 Primary production (vessels), which is not covered by the control system in place, and which 
in turn means that there is no basis for the competent authority to certify conformity with 
European Union requirements;

 European Union requirements concerning certain freezer vessels, where Brazilian 
legislation significantly differs from the European Union ones on key aspects; the main 
reason is that the activities of these vessels are considered primary production, contrary to 
European Union law.

As regards the listing of and control over establishments, the system as documented covers the 
European Union requirements adequately in itself, but its implementation shows serious 
shortcomings as evidenced by, on the one hand, the listing of non-eligible establishments and, on 
the other, the manifest failure to detect and/or act on serious non-compliances in a significant 
number of establishments visited.

In terms of the follow-up to the 2012 audit, this audit established that corrective actions since then 
effectively dealt with a number of identified deficiencies. However, it also found that certain of these 
corrective actions were ineffective while some key recommendations, in particular in relation to the 
point highlighted above, were not addressed at all.

In summary, the deficiencies identified in the course of the audit, both in terms of the control 
system's coverage as well as in its implementation, do not allow the competent authority to provide, 
and attest to, all the guarantees set out in the European Union health certificate.

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

Abbreviation Explanation

AFFA Official Veterinary Inspector

AISIPOA Inspection Agent

CN Combined Nomenclature

DG Health and Food 
Safety

Directorate-General for Health and Food Safety of the European 
Commission

DIPOA Department of Inspection of Products of Animal Origin

EC European Community

EU European Union

EU health certificate
Model health certificate for imports of fishery products intended for human 
consumption, as defined in Appendix IV to Annex VI to Commission 
Regulation (EC) No 2074/2005

EU listed 
establishments

Establishments included in lists made in accordance with Article 12 of 
Regulation (EC) No 854/2004 and available at http://ec.europa.eu/food
/safety/international_affairs/trade/non-eu-countries_en, from which imports 
into the EU are permitted

FBO(s) Food business operator(s)

HACCP Hazard Analysis and Critical Control Points

LANAGRO National Agricultural and Livestock Laboratory

MAPA Ministry of Agriculture, Livestock and Food Supply 

MPA Ministry of Fisheries and Aquaculture

PCB's Polychlorinated biphenyls

RASFF Rapid Alert System for Food and Feed

RIISPOA
Regulation of Industrial and Sanitary Inspection of Products of Animal 
Origin 

SAP Secretariat of Aquaculture and Fisheries

SDA Secretariat of Agricultural and Livestock Defence

SIF Federal Inspection Service

TRACES Trade Control and Expert System

http://ec.europa.eu/food/safety/international_affairs/trade/non-eu-countries_en
http://ec.europa.eu/food/safety/international_affairs/trade/non-eu-countries_en
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1 INTRODUCTION

The audit took place in Brazil from 11 to 22 September 2017, as part of the audit programme 
of the European Commission’s Directorate-General for Health and Food Safety. The audit 
team comprised two auditors from the Directorate-General. 

An opening meeting was held in Brasilia on 11 September with the competent authority, the 
Department of Inspection of Products of Animal Origin (Departamento de Inspeção de 
Produtos de Origem Animal – DIPOA) from the Secretariat of Agricultural and Livestock 
Defence (Secretaria de Defesa Agropecuária – SDA) within the Ministry of Agriculture, 
Livestock and Food Supply (Ministério da Agricultura, Pecuária e Abastecimento – MAPA). 
At this meeting, the audit team confirmed the audit objectives and itinerary, and requested 
additional information on specific elements of the control system in place. Representatives 
from the competent authority accompanied the audit team throughout the audit. 

2 OBJECTIVE AND SCOPE

The objectives of the audit were: 

 To assess whether the official controls put in place and implemented by the competent 
authorities can provide adequate assurance that the conditions of production of fishery 
products in Brazil and destined for export to the European Union (EU) are in line with the 
relevant requirements laid down in EU legislation, and in particular that it can attest to the 
requirements contained in the model health certificate for fishery products intended for 
the EU (as defined in Appendix IV to Annex VI to Commission Regulation (EC) No 
2074/2005, hereafter: “the EU health certificate”); and, in this context, 

 to verify the extent to which the corrective actions submitted to the Commission services 
in response to the recommendations contained in the report of the previous audit on 
fishery products audit (2012) have been effectively implemented and enforced. 

In terms of scope, the audit covered the national legislation in force, the organisation and 
competencies of the CA, its performance in terms of both the design and on-the-ground 
implementation of the official control systems in respect of the production chain of fishery 
products intended for the EU (with specific focus on wild caught fishery products), and the 
operation of export certification procedures. Accordingly, relevant aspects of the EU 
legislation (1) referred in the Annex to this report were used as a technical basis for the audit. 

(1) EU legislation (Internet): http://eur-lex.europa.eu/homepage.html.Full legal references to EU legal acts 
quoted in this report are provided in that Annex and refer, where applicable, to the last amended version.

http://eur-lex.europa.eu/homepage.html
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In pursuit of this objective, the audit itinerary comprised the following: 

Competent Authority 

Central level 3 Opening and closing meetings, and other meetings. 

State Level 1 Meeting with the inspection and animal health services 

Primary production

Landing sites 5 4 associated with an EU listed establishment, 1 stand-alone 

Fishing vessels 0 Vessels participating in the EU production were not available

Processing Facilities

Freezer Vessels 2 Pole and line brine freezing vessels

Factory Vessels 1 EU-listed (2)

Establishments on land 9 EU-listed

3 LEGAL BASIS

The audit was carried out under the general provisions of EU legislation, and in particular 
Article 46 of Regulation (EC) No 882/2004 of the European Parliament and of the Council of 
29 April 2004 on official controls performed to ensure the verification of compliance with 
feed and food law, animal health and animal welfare rules. 

4 BACKGROUND

4.1 GENERAL 

Brazil is included in Annex II to Commission Decision 2006/766/EC which sets out the list 
of third countries and territories from which imports of fishery products are permitted. It is 
also listed in the Annex to Commission Decision 2011/163/EU as having an approved residue 
monitoring plan for aquaculture products. EU Member States are authorised to import fishery 
products from Brazil from 69 EU-listed facilities (67 processing establishments and 2 factory 
vessels). This list does not include freezer vessels authorised for direct exports to the EU.  
The EU TRACES (Trade Control and Expert System) data suggest that, during 2016, the EU 
imported fishery products from 42 of these facilities. 

The report (3) of the last Commission audit in Brazil covering fishery products made eight 
recommendations to the competent authority which, in response, provided an action plan 
containing corrective actions to address these. Following several clarifications and updates, 
the Commission services concluded in May 2017 that the actions proposed did not address 

(2) Establishments included in lists drawn up in accordance with Art. 12 of Regulation (EC) No 854/2004 and 
available at http://ec.europa.eu/food/safety/international_affairs/trade/non-eu-countries_en.

(3) ref.(DG SANCO) 2012-6540- http://ec.europa.eu/food/audits-analysis/audit_reports/details.cfm?rep_id=2911

http://ec.europa.eu/food/safety/international_affairs/trade/non-eu-countries_en
http://ec.europa.eu/food/audits-analysis/audit_reports/details.cfm?rep_id=2911
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three of these recommendations satisfactorily. These covered the controls of primary 
production (fishing vessels), the controls of freezer vessels, and certain standards applied to 
fishery products (i.e. heavy metals). This report describes, where applicable, the 
implementation of the corrective actions in the relevant sub-sections of Section 5. It also 
includes a table summarising the assessment of the response to these three recommendations. 

4.2 PRODUCTION AND TRADE INFORMATION 

According to EUROSTAT data, in 2015 and 2016 the EU imported approximately 9,000 and 
7,000 tonnes of fishery products, respectively, from Brazil. In 2016, the majority of products 
were frozen fishery products under Combined Nomenclature (CN) code 0303 (+ 76 %). The 
remaining products consisted of frozen crustaceans - CN code 0306 (+ 17 %), fresh fishery 
products - CN codes 0302 (+3 %), and frozen fillets - CN codes 0304 (+ 3.2 %). 

For the same years, TRACES data indicate that fishery products from tuna species 
represented, respectively, 78 % and 50 % of the imported products, the majority of which are 
imported from one EU listed establishment. The figures provided by the competent authority 
and those obtained from TRACES and EUROSTAT are overall comparable. 

4.3 RAPID ALERT SYSTEM FOR FOOD AND FEED (RASFF) NOTIFICATIONS 

Members of the RASFF network (4) have issued nine notifications for Brazilian fishery 
products since the 2012 audit, as follows: 

Short description Notifications Product/issue

Poor temperature control 1 Frozen crustaceans
Heavy metals above the 
EU maximum admissible 
level.

2 Mercury in swordfish

Improper Health Certificate 2 Incorrect product-, incorrect species identification.
Hygiene shortcomings 4 Sulphites above maximum admissible level, in lobster;

Gasoline smell in swordfish and tuna;
Spoiled monk fish – ammonia smell;
Poor hygienic state of snapper. 

Section 5.5 describes how the competent authority handled these RASFF notifications. 

(4) European Commission, EFSA, EFTA Surveillance Authority, EU Member States, Iceland, Liechtenstein, 
Norway and Switzerland. 
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5 FINDINGS AND CONCLUSIONS

5.1 LEGISLATION

Legal requirements 

Article 46(1)(a) of Regulation (EC) No 882/2004. 

Article 11(4)(a) of Regulation (EC) No 854/2004. 

Findings

1. Since the 2012 audit, the Decree No 30.691 of 1952, approving the Regulation of 
Industrial and Sanitary Inspection of Products of Animal Origin (Regulamento da 
Inspeção Industrial e Sanitária de Produtos de Origem Animal – RIISPOA) as amended, 
was replaced by Decree No 9.013 of March 2017, and which updated the RIISPOA. 

2. In accordance with its Art. 2 and 4, establishments exporting directly to the EU are 
subject to official control (inspeção and fiscalização). 

3. According to its Art. 19, fishery products establishments include: factory vessels 
(definition compatible with that of Regulation (EC) No 853/2004); slaughtering 
facilities (including all stages up to packaging and dispatch); and processing facilities 
(all operations after receiving the products from primary production). 

4. Under Art. 25 establishments exporting directly to the EU are required to be “registered” 
with DIPOA, and to be assigned a SIF (Serviço de Inspeção Federal) number. This 
registration implies compliance with the requirements of RIISPOA, and is comparable 
with the EU concept of “approval”. Art. 25 also provides that these establishments must 
comply with "applicable sanitary EU rules", in addition to RIISPOA requirements. 

5. DIPOA stated that, based on Art. 9 (definition of product) and 25, all establishments 
producing fishery products for EU export and performing operations after primary 
production (i.e. any operation after first receipt of products after landing – hereafter: 
“processing establishments”), are required to be registered and have a SIF number. 

6. The audit team established that RIISPOA largely covers the EU requirements applicable 
to factory vessels, processing establishments and the fishery products themselves. 

7. A number of other legal acts establish additional requirements for fishery products 
intended for EU export and are referenced in this report, as appropriate; the requirements 
set out in these acts were found to be in line with EU rules. 

8. The requirements for water used in EU listed establishments are set out in Portaria No 
2.914 - establishing requirements for potable water, Memorando No 53/2017/CGCO-
DIPOA/DIPOA-SDA/SDA/MAPA/MAPA of April 2017 - establishing the obligation 
for FBOs to observe the requirements for potable water in Council Directive 98/83/CE, 
and Memorando No 26/2017/CGPE/DIPOA/MAPA/SAD/MAPA, of July 2017. 
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9. While the memorandos No 26 and 53 are fully aligned with the EU rules concerning 
potable water (Directive 98/83/CE), the Portaria No 2.914 diverges from these rules, 
which results in different treatment of fishery products: on the one hand, establishments 
exporting fishery products to the EU shall comply with the DIPOA memorandos and as 
such apply the same rules as within the EU. On the other hand, and in contrast, DIPOA 
allows (and in fact prescribes) a concentration of 5 ppm of chlorine in water used to 
clean incoming, unprepared fishery products. This is in line with the Portaria which 
establishes the criteria for potable water in Brazil and which allows this concentration, 
even if this water used to clean whole fish was referred to by the authorities as “hyper-
chlorinated water” (see also paragraph 89).  

10. The Instrução Normativa No 29 of the Ministry of Fisheries and Aquaculture 
(Ministério da Pesca e Aquicultura – MPA), and the Memorando No 128/2016/CGCO-
DIPOA/DIPOA-SDA/SDA/MAPA, establish the requirements for primary production 
fishing vessels and for freezer vessels which, as they do not export directly to the EU, 
are not required to have a SIF approval, although they do supply raw material to EU 
listed establishments. This is relevant because under EU rules, freezer vessels involved 
in the production of fishery products for EU export (for reasons of simplicity, hereafter 
referred to as “freezer vessels”) must comply with the relevant EU requirements and 
need to be under the supervision of a competent authority. Moreover, if they would 
export directly -that is, direct dispatch or supplying a cold store from which the products 
will be dispatched at a later stage without processing-, they must be included in the list 
of establishments authorised for EU exports. 

11. The requirements set out in the above legal acts are in line with the EU rules except for 
freezer vessels, as they do not require that these food business operators (FBO) put in 
place, implement and maintain a permanent procedure or procedures based on HACCP 
(Hazard Analysis and Critical Control Points) principles, as required by Art. 5 of 
Regulation (EC) No 852/2004. Moreover, and despite the temperature requirements set 
out in Memorando No 128/2016, DIPOA stated that certain freezer vessels capturing 
crustaceans were allowed to freeze those products above -18 °C because of issues 
related to the construction of the vessels. This is not in line with EU rules, in particular 
Chapter I (C) of Section VIII of Annex III to Regulation (EC) No 853/2004. 

12. Instrução Normativa No 29 also establishes the requirements applicable to landing, 
which the audit team found to be in line with the EU rules. 

13. As a consequence of the dissolution of MPA (see paragraph 19) the Department of 
Animal Health (Departamento de Saúde Animal - DSA), within SDA of MAPA, issued 
Memorando No 35/2016/CAG/CGSA-DSA/DSA/SDA/GM/MAPA, of June 2016 and 
the Memorando No 50/2016/CAG/CGSA-DSA/DSA/SDA/GM/MAPA, of August 2016 
concerning aquaculture farms. These two acts adopt the EU rules covering public health 
and animal health aspects in terms of controls, and include a check-list with the 
requirements for these farms. State level staff in charge of controls of aquaculture farms 
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confirmed that the Memorandos and their Annex are the applicable legal requirements. 
Those requirements were found to be largely in line with EU public health rules. 

14. DIPOA provided several other legal documents related to official controls and EU 
listing procedures and to the powers, duties and competence of the authorities. Those 
documents are referred in the relevant sub-sections of the report. 

15. Recommendation No 1 of the 2012 audit report stated that the competent authority 
should ‘ensure that standards at least equivalent to EU requirements are applied to 
fishery products to be exported to the EU, in particular, as regards the maximum levels 
for contaminants defined in Regulation (EC) No 1881/2006’. In the last assessment prior 
to the audit, the Commission services concluded that the recommendation had not been 
satisfactorily addressed. However, in July 2017 the Memorando No 
105/2017/CGCOA/DIPOA/MAPA/SDA/MAPA was published, which includes 
requirements in relation to the maximum admissible levels of contaminants in fishery 
products, and which are in line with EU rules. This Memorando, which also contains 
measures to be implemented by the FBOs and which were found to be applied as 
required (see also paragraph 91), thus satisfactorily addresses recommendation No 1 of 
the 2012 audit report. 

Conclusions on Legislation

16. The Brazilian rules applicable to fishery products intended for the EU allow the 
competent authorities to control and, as necessary, enforce compliance with the 
relevant EU requirements, with the exception of those applicable to freezer vessels.  

17. The measures presented by the competent authority to address recommendation No 1 
of the 2012 audit report, were found to have been effective. 

5.2 COMPETENT AUTHORITY

Legal requirements 

Article 46(1) of Regulation (EC) No 882/2004, in particular points (b) to (e).

Findings 

Structure and organisation

18. Since the 2012 audit, the structure and the organisation of the competent authorities in 
charge of official controls of fishery products intended for the EU has changed. 

19. The MPA, which since 2009 was the competent authority in charge of the control of 
primary production (fishing vessels and aquaculture farms), freezer vessels and the 
landing sites (unloading conditions), was dissolved in October 2015 and its 
competencies were integrated in MAPA, in March 2016. The Secretariat of Aquaculture 
and Fisheries (Secretaria de Aquicultura e Pesca – SAP) was created to deal with 



7

fishery policy matters, the health (sanidade – saúde dos animais) matters being passed 
to the SDA. Currently, that Secretariat resides in the Ministry of Industry, External 
Trade and Services (Ministério da Indústria, Comércio Exterior e Serviços – MDIC). 

20. The audit team noted that both DIPOA and SAP have a different understanding of the 
term "sanidade" in respect to fishing vessels and landing sites: while the former 
understands that the term only covers animal health issues, the latter understands the 
term to include both animal and public health issues. 

21. Based on the documents provided both during and at the end of the audit, the audit team 
concludes that, while until October 2015 MPA was the competent authority for the 
control of primary production, freezer vessels and the landing sites (unloading 
conditions), since MPA's dissolution it is unclear which authority is competent for these 
areas. This absence of clarity is relevant given the de facto absence of controls over 
primary production of wild caught fish (see paragraphs 70 and 79). 

22. DIPOA is still the competent authority for fishery products and their production chain 
excluding primary production, freezer vessels, and the landing sites. However, DIPOA 
controls landing sites (including unloading conditions) only if those landing sites are 
physically part of an EU listed establishment. DIPOA is also responsible for the 
certification for EU exports. 

23. DIPOA is, in accordance with Portaria No 99, of 12 May 2016, amongst others 
responsible for the drafting of rules/legal requirements, the development and 
coordination of an official control system, and for the assessment and coordination of 
the implementation of that control system by the relevant authorities at State level. The 
official control system is implemented by Official Veterinary Inspectors (Auditor Fiscal 
Federal Agropecuário - AFFA) which are assisted by Inspection Agents (Agente de 
Inspeção Sanitária e Indústrial de Produtos de Origem Animal - AISIPOA). 

24. Both AFFAs and AISIPOAs are placed in EU listed establishments, and are part of a 
regional unit, or reside in a State level service. In all cases, they work under a Federal 
Superintendence for Agriculture (Superintendência Federal de Agricultura – 27 in 
Brazil), which are decentralized MAPA services at State level. Each Superintendence is 
organised in function of its particular needs, but generally mirrors the SAD organisation. 
Superintendence services disseminate the rules, instructions, guidelines and procedures 
of DIPOA to AFFAs and AISIPOAs, and also assess their performance. 
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25. A simplified organigramme for the MAPA authorities is presented in figure 1. 

Figure 1

Powers, Independence and Supervision

26. Decree No 9.013 confers to DIPOA control staff the power of entry and free access in 
all premises covered by it. It also allows official staff to request police assistance if 
deemed necessary to perform their duties. Throughout the audit, official control staff had 
access to premises, products and relevant documents. 

27. Decree No 9.013 and the Law No 7.889 of November 1989, define sanctions, penalties 
and administrative measures which can be imposed in case of detection of non-
observance of the requirements. 

28. DIPOA imposed some of the possible measures (e.g. exclusion of part of the 
establishment, seizure of products, product recall, suspension of approval for EU export 
and suspension of certification of products) in the course and on foot of the audit team’s 
findings in four of the ten establishments visited (see paragraph 87). 

29. The independence and the avoidance/prevention of conflicts of interests of official 
control staff is covered by the Decree No 1.171 of June 1994, and Decree No 6.029 of 
February 2007. These acts were found to provide an adequate basis to ensure that staff is 
independent and free of conflict of interest. 

30. DIPOA established two procedures intended to assess and supervise the performance of 
establishments/FBO, the AFFAs and AISIPOAs, the “audit” and the “supervision”. 

31. The audit consists of an evaluation of the EU listed establishment/FBO, during which 
there is also an assessment of the performance of AFFAs/AISIPOAs. These audits are 
carried out in each EU listed establishment at least once every 5 years (20% of the EU 
listed establishments/year) by staff of DIPOA or by State level staff from another State. 

32. The supervision is an evaluation of the EU listed establishment/FBO, during which there 
is also an assessment of the performance of AFFAs/AISIPOAs. These supervisions are 
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carried out in each EU listed establishment at least once every semester by staff of the 
service of the State (but never by the AFFA in charge of the establishment). 

33. Audits and supervisions are carried out using the same type of form, recently updated 
and harmonised for all food commodities by the Norma Interna No 02/DIPOA/SDA of 
March 2017. Part I of the form covers the assessment of FBOs/establishments, while 
Part II covers the ‘assessment of the activities of the official service’. 

34. The assessment of official staff focuses mainly on their ability to follow the defined 
procedures (e.g. existence of an inspection plan, documentary proof of checks performed 
(all elements checked, adherence to frequencies, official sampling and results of 
laboratory tests), evidence of follow-up of deficiencies, official certification, risk 
evaluation and training needs). This assessment does not include an evaluation of the 
quality/effectiveness of the controls, by e.g. comparing the outcome of the establishment 
visit with the previous findings of/assessments made by AFFAs/AISIPOAs. 

35. The audit team assessed the supervision/audit procedures in eight of the ten 
establishments visited. In five of those, the frequency for supervisions was not followed: 
in three cases no supervisions were carried out in a calendar year; and, in two cases, one 
supervision was carried out during a calendar year. In the vast majority of cases the 
supervision team found a range of deficiencies at establishment/FBO level, in some 
cases including deficiencies mentioned in previous supervision reports. However, part II 
of the form did not indicate that the deficiencies had not been noted, or correctly 
followed-up, by AFFAs/AISIPOAs. In one case, supervision reports did identify 
shortcomings in relation to the control performance (e.g. absence of records, non-
adherence to the frequencies defined for the controls and absence of risk categorisation) 
but despite their identification, the final observations neither indicated the existence of 
deficiencies nor the need for correction. Some of the deficiencies were corrected after 
six months, others remain unsolved. 

36. The audit team noted that audits in two establishments/FBOs were carried out. 
According to DIPOA the frequency of audits is followed. DIPOA stated that performed 
19 audits in fishery products establishments in 2016 and three in 2017. 

37. The audit team found that its observations in respect of the supervision procedures as 
regards content and aim (see paragraph 34), are also valid for the audit procedure. 

38. Since the 2012 audit, “service audits” by DIPOA, assessing the performance of State 
services, were interrupted, but resumed in 2016 (Circular No 088/2015 of November 
2015). Accordingly, DIPOA is to carry out such performance audits at a frequency of at 
least two States per year (out of 26 Federal States and the Federal District). DIPOA 
carried out service audits in five States in 2016 and in two States in 2017 to date. 
However, the main focus of those audits was the beef and pork sectors (linked to "carne 
fraca"). 
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39. DIPOA informed the audit team that it is preparing a manual to select and train auditors, 
and that in future the fishery products sector will be included in these audits. 

Training – Knowledge of EU requirements

40. DIPOA provided information on the training of staff since the 2012 audit: 21 AFFAs 
attended, in 2012, a training session on the specifics of fishery products and 1 AFFA 
attended, in 2015, a training session on HACCP (Principles and Audit Techniques). 
DIPOA also presented the 2017 training plan, which includes sessions on: 

 Fishery products (official control). 
 Assessment of projects of fishery products establishments. 
 Sampling of water and products. 
 International food safety requirements (four sessions). 
 National audits. 
 Official control procedures. 
 Supervision of officials and establishments. 

41. DIPOA stated that due to budgetary restrictions, the fishery products session was 
postponed and would take place in September. Other training sessions were also 
rescheduled, or postponed sine die. 

42. The audit team met staff with adequate general knowledge concerning food safety. 
However, in a number of cases, control staff recently assigned to fishery products 
controls lacked the necessary specific knowledge of the sector, and of HACCP 
principles and assessment. The audit team also found cases of a lack of knowledge of 
official procedures (e.g. FBO risk categorisation). DIPOA acknowledged this and 
attributed them in part to staff shortages and the re-organisation, leading to the 
assignment of staff to fishery products establishments without the required knowledge. 

43. To mitigate the lack of specific knowledge, staff were accompanied for a brief period of 
time by other experienced staff in order to be trained “on the job". 

44. A number of officials stated that they required specific training on fishery products and 
HACCP. This need for training was also identified in a number of supervision reports. 

Resources available to the competent authority

45. DIPOA officials have access to adequately equipped offices, and also avail of the 
means, materials and the equipment necessary to perform their duties. 

46. DIPOA stated that 158 AFFAs and 776 AISIPOAs are available for official controls 
over fishery products, i.e. inspections, sampling and export certification, and pointed out 
that the reorganisation of the services which started in 2015 had resulted in a 60 % 
shortage of staff available for the official controls. 

47. For official sampling and testing of fishery products and water, DIPOA has access to its 
own network of LANAGRO (National Agricultural and Livestock Laboratory – 
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Laboratorio Nacional Agro-Pecuário) laboratories. It avails of an EU Member State 
laboratory for dioxins and dioxins-like PCBs (polychlorinated biphenyls) tests. 

Documented control procedures

48. The competent authority adopted several procedures - within legal acts or otherwise 
binding- covering their main tasks: 
 Approval of establishments for EU export. 
 Risk categorisation of FBOs. 
 Inspection of EU listed establishments. 
 Inspection of aquaculture farms. 
 Sampling of water and products for official control testing. 
 Supervision/audits of establishments and AFFAs/AISIPOAs. 
 Control of imported raw materials for the manufacture of products for EU export. 
 Handling of RASFF notifications. 
 Certification for exports. 
The audit team found that generally, those procedures adequately support the 
implementation of an official control system aimed to provide reliable guarantees for the 
products for EU export. They are updated as necessary. Their on-the-ground 
implementation is discussed in Sections 51and 5.4. 

Conclusion on competent authority

49. DIPOA's structure and organisation, the independence of its staff and their powers to 
control and enforce provide, in itself, a sufficiently solid basis for this authority to 
perform the tasks which have been assigned to it, adequately. DIPOA also drafted 
largely adequate procedures underpinning the official control system. 

50. However, and since October 2015, the responsibility for controlling primary 
production (fishing vessels), freezer vessels, and landing sites involved in the 
production for EU exports has not been clearly attributed to one competent authority 
and designated for that purpose. As a result, this part of the production is not under 
official control, and therefore the related guarantees in the EU export certificate cannot 
be provided. 

51. The procedures for the supervision of control staff do not ensure effective verification 
of their performance, nor do they adequately detect non-compliances which point to 
deficiencies in the implementation of the official control system by control staff. In 
either case, corrective action is inadequate or not taken. 

52. This absence of effective supervision is of particular relevance given that, as 
acknowledged by DIPOA, staff do not necessarily have the requisite knowledge to 
carry out their tasks adequately and, according to DIPOA itself, are vastly insufficient 
in numbers to implement all their assigned tasks adequately. 
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5.3 NATIONAL PROVISIONS AND PROCEDURES FOR LISTING ESTABLISHMENTS 
EXPORTING FISHERY PRODUCTS TO THE EU 

Legal requirements 

Article 12(1), (2) and (3) of Regulation (EC) No 854/2004. 

Parts I.8., I.11. and I.28. of the EU health certificate. 

Findings 

53. The DIPOA procedure for the approval and listing of establishments wishing to export 
fishery products to the EU includes a documentary evaluation and an on-the-spot 
assessment. All EU listed establishments must be DIPOA-approved and have a SIF 
number. They must comply with EU requirements when applying for the EU exports. 

54. DIPOA adapts/updates the EU list taking account of the results of the official controls 
performed in the listed establishments. In June 2017, DIPOA requested the removal 
from the EU list of several establishments which in 2016 had not been officially 
controlled within the control frequencies set. 

55. The audit team assessed the approval and listing procedures of two EU listed facilities, 
both from 2015; the audit team noted that the steps taken followed the defined 
procedures and were, from the administrative point of view, adequately performed. 

56. However, neither the documentary nor the on-the-spot assessment of these facilities 
identified shortcomings which, had they been detected and acted upon, would have 
precluded their approval and inclusion in the EU list. 

57. In one case, serious deficiencies were observed related to the maintenance of the cold 
chain, a key requirement for fishery products. The absence of adequate temperature 
recording devices had not been identified and the audit team found  that products stored 
and potentially destined for the EU, had a temperature well above the EU requirement (-
4 °C instead of not more than -18 °C) while at the same time, the ambient temperature 
was insufficient to maintain the products at the required temperature). The records of 
manual temperature checks, reviewed by the audit team, also demonstrated values that 
would not allow product to be maintained at the required temperature (records of -12 °C 
and up to -7 °C). These deficiencies were not identified either in the course of the 
approval process, during subsequent routine controls, or during supervisory visits. 

58. In the other case, the management of food safety risks specifically associated with the 
use of an additive (metabisulphite, a known allergen associated with adverse health 
consequences when its use is not strictly controlled) demonstrated serious deficiencies 
and was overall found to be wholly inadequate: the pre-requisite programme covering 
the use of additives was neither adequately drafted nor implemented (i.e. unclear 
procedure for the use of additive, unreliable test records and absence of validation of the 
use of additives to ensure compliance with the EU limits), while at the same time, the 
HACCP plan did not identify (and therefore did not manage) this significant potential 



13

hazard. As in the previous case, these deficiencies were identified neither at the time of 
approval nor during the official control visits. 

59. The audit team also visited a facility which was incorrectly categorised: it was EU listed 
as a cold store, while in fact it was a processing plant (freezing facility) and should have 
been listed accordingly. With regard to the production in this facility, the audit team 
noted shortcomings related to export certification (see paragraph 127) and to traceability 
and freezing temperatures (see paragraphs 88 and 126). 

60. DIPOA informed the audit team that all establishments, other than those involved in 
what Brazil considers primary production (fishing vessels, freezer vessels and landing 
sites), supplying establishments listed for EU production, are also themselves EU listed. 

61. Due to the absence of official controls over primary production (see paragraph 79) and 
the lack of designation of the competent authority in this regard (see paragraphs 19 to 
21), facilities supplying EU listed establishments are neither identified (there is no list of 
primary production fishing vessels, freezer vessels or landing sites authorised to 
participate in the production chain for EU export), nor under official control. 

62. In an attempt to mitigate this non-compliance, DIPOA issued the Memorando No 
128/2016/CGCO-DIPOA/DIPOA-SDA/SDA/MAPA, requesting FBOs of EU listed 
establishments to identify their suppliers, to check their compliance with the EU rules 
and only export products to the EU that are supplied by EU-compliant operators. This 
approach does not constitute an adequate substitute for the oversight by the competent 
authorities, as required in EU legislation (i.e. points (1) (a) and (b) of Chapter I of 
Annex III to Regulation (EC) No 854/2004). 

63. Therefore, DIPOA is not in a position to provide the guarantees set out in Article 12 (2) 
(a) and (b) of Regulation (EC) No 854/2004. 

64. The audit team also visited two freezer vessels which, being considered part of primary 
production as defined by Brazil, were not included in the EU list of establishments 
authorised to export to the EU. Additionally, the audit team found them not compliant 
with EU rules (see paragraphs 11 and 82). It also noted that products produced on-board 
those vessels were dispatched to the EU from an EU listed establishment, after only 
having been stored there. Under EU law, however, the freezer vessels are the actual 
producing establishments and the EU listed establishment was the dispatching 
establishment. The EU health certificates issued and examined by the audit team showed 
that the information therein contained was also incorrect (see paragraphs 127 and 128). 

65. The non-inclusion of these freezer vessels in the EU list does not comply with Article 12 
(1) of Regulation (EC) No 854/2004 as regards the listing of establishments from which 
imports into the EU are permitted. 

66. Recommendation No 2 of the 2012 audit report requested that the competent authority 
should ‘ensure that the procedures for EU listing and their implementation guarantee 
that the requirements set up in Article 12 of Regulation (EC) No 854/2004 are met when 
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establishments, including vessels, are listed for EU export, in particular requirements of 
points 2 (a) and (b) in the case of establishments and vessels, and point 2 (c) in the case 
of vessels’. The guarantees provided in respect of this recommendation were deemed 
satisfactory by the Commission services. However, the continued inclusion of freezer 
vessels as part of primary production, together with the deficiencies noted in the 
implementation of relevant procedures, leads the audit team to conclude that the actions 
partly addressed the recommendation, and that the implementation was not satisfactory. 

Conclusions on national provisions and procedures for listing establishments 
exporting fishery products to the EU

67. The continued designation of freezer vessels as part of primary production, including 
those that produce frozen fish destined for EU export without further 
preparation/processing, is contrary to EU rules which require the latter to be EU listed. 
As a consequence, the current EU list does not reflect the actual situation in that not all 
facilities producing and/or exporting products to the EU are included. 

68. An in itself largely adequate procedure for approval and listing establishments 
exporting directly to the EU is in place. However, in both cases examined by the audit 
team this procedure was not satisfactorily implemented and allowed the inclusion on 
the EU list of premises which demonstrated serious deficiencies. 

69. The audit team concludes that the competent authority’s actions partly addressed 
recommendation No 2 of the 2012 audit report, while their implementation did not 
prevent the inclusion of manifestly ineligible establishments. As a consequence, the 
competent authorities are not in position to provide all the guarantees required by 
Article 12 (2) (a) and (b) of Regulation (EC) No 854/2004, when proposing an 
establishment for inclusion in the EU list. 

OFFICIAL CONTROLS 

5.3.1 Official controls of production and placing on the market

Legal requirements 

Article 11(4) and 12(2) of Regulation (EC) No 854/2004. 

Article 46(1)(g) and (h) of Regulation (EC) No 882/2004. 

Point II.1 of the EU health certificate, and in particular the controls laid down in Annex III, 
Chapter I of Regulation (EC) No 854/2004. 

Findings

Official control system in place

70. The official control system in place does not cover the entire production chain of fishery 
products for EU export (see paragraphs 19 to 21). While MPA had the necessary 
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powers, it did not carry out controls on primary production fishing vessels, freezer 
vessels or landing sites until the end of 2015, and since then no authority is clearly 
designated to perform these. 

71. SDA is in charge of official control of aquaculture farms, and the control system is early 
in its implementation. Once implemented, aquaculture farms will be visited once/3 
years. 

72. The official control system of the EU listed establishments is described in Norma 
Interna DIPOA/SDA No 1 and No 2 of 2017 (containing check-lists for inspections, 
supervisions and audits), and is based on the assessment of the level of compliance of 
the EU listed establishment, which is established through: 

 Audits, to be carried out at least once every five years, and performed by staff of 
central DIPOA or staff from another State (see paragraph 31). 

 Supervisions performed by staff of the State (not the AFFA in charge of the facility 
(see paragraph 32). These are set a frequency of one supervision every semester. 

 Inspections performed by official control staff, the AFFAs, with a frequency 
established in accordance with the risk assessment. The frequency of inspections 
varies from once a year to once every 15 days. 

73. This control system is being implemented since March 2017. Until November 2015 
establishments were inspected (including a documentary check of pre-requisites and 
HACCP programmes) every four months. From November 2015, with the issuance of 
Norma Interna DIPOA/SDA No 2 of 2015, the frequency for inspections was defined in 
accordance with the risk categorisation of the establishment. 

74. The frequency for supervisory visits did not change with the adoption of the new 
procedures which also include new check-lists, comparable to the previous ones. 

Aquaculture farms

75. In one State visited, and following a request from SDA, State authorities identified in 
cooperation with the relevant FBOs, the farms likely to be involved in EU exports. 

76. All those identified were assessed against public/animal health requirements, using the 
proscribed check-list. The outcome was communicated to DSA and a list of compliant 
farms for that State was compiled and also sent to DSA. 

77. This process started with Memorando No 35/2016/CAG/CGSA-DSA/DSA/SDA/
GM/MAPA, issued after the dissolution of the MPA, and was foreseen to be completed 
by March 2017. The State visited submitted the final report identifying the "EU 
approved" farms by August 2017, the delay being attributed to staff shortages. 

78. SDA is compiling a complete list of aquaculture farms authorised for EU exports. 
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Primary production fishing vessels, freezer vessels and landing operations (outside EU listed 
establishments)

79. These parts of the production chain for EU export are not under official control. 

80. Instead, and as described in paragraph 62, DIPOA requires EU listed establishment to 
include in their procedures a verification of their suppliers with regard to compliance 
with the EU requirements. (see also paragraphs 61 to 63). 

81. The audit team visited four landing sites associated with EU listed establishments, and 
one stand-alone landing site. The conditions seen at those sites would allow the 
competent authority to consider them as in line with the EU rules. 

82. The audit team visited two freezer vessels and noted the absence of a temperature 
recording device in the storage holds, which is not in compliance with either the 
Brazilian or the EU rules (point I.C.2. of Chapter I of Section VIII of Annex III to 
Regulation (EC) No 853/2004); equally, the absence of a procedure based on HACCP 
principles is not line with EU requirements (Art. 5 of Regulation (EC) No 853/2004). 

83. Recommendation No 3 of the 2012 audit report stated that the competent authority 
should ‘ensure that primary production of fishery products used in the manufacture of 
fishery products for export to the EU is under official control, in order to guarantee that 
the sector is in line with the requirements of Annex I to Regulation (EC) No 852/2004 
and of Section VIII, Chapters I to III, of Annex III to Regulation (EC) No 853/2004 and 
to ensure that relevant requirements in point II.1 of the model health certificate laid 
down in Appendix IV to Annex VI to Regulation (EC) No 2074/2005 are met’. In the last 
review, prior to this audit, of the corrective measures proposed, the Commission services 
assessed them as not satisfactorily addressing the recommendation. On the basis of the 
above findings, the audit team concludes that Brazil did address that recommendation as 
regards fishery products from aquaculture, but not as regards other fishery products. 

84. Recommendation No 4 of the 2012 audit report stated that the competent authority 
should ‘ensure that freezer vessels that manufacture or are involved in the production of 
fishery products for export to the EU are officially controlled in order to guarantee that 
those vessels are in line with the requirements of Section VIII, Chapters I and III, of 
Annex III to Regulation (EC) No 853/2004 and to ensure that relevant requirements in 
point II.1 of the model health certificate laid down in Appendix IV to Annex VI to 
Regulation (EC) No 2074/2005 are met’. In the last review before this audit of the 
measures proposed, the Commission services assessed them as not satisfactorily 
addressing the recommendation. The above findings confirm this assessment. 

Establishments handling fishery products 

85. The audit team visited ten EU listed facilities. One factory vessel, one cold store and 
eight processors. In those ten facilities the audit team noted that official control staff was 
regularly present, that official control and oversight tasks (inspections, supervisions, 
audits, official sampling) were carried out, and export certificates issued. 
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86. However, in five of eight facilities where this was verified, the audit team noted that the 
frequencies for inspections and in particular for supervisions were not respected; see 
paragraph 35 for an assessment of the operation of the system. The audit team also 
found that frequently, incorrect forms were used; in one case, not all areas included in 
the controls provided for under the system in force prior to March 2017, had been the 
subject of inspection (the on-site documentary control on HACCP). Issues identified in 
relation to listing and certification are discussed in Sections 5.3 and 5.7 of this report.

87. From the ten establishments visited, four did not comply with key requirements of 
Regulations (EC) Nos 852/2004 and 853/2004. Two of these were already mentioned in 
paragraphs 57 and 58. The other two presented generalised and serious shortcomings 
with regard to structural and hygiene requirements. DIPOA immediately suspended the 
approval as well as the certification out of these four establishments (see also section 7). 

88. Two other establishments also presented significant deficiencies, related mainly to 
structure and maintenance, hygiene practices, and HACCP based procedures. The cold 
store visited (a freezing facility) was until May 2017, freezing and storing fishery 
products at temperatures around -15°C. This deficiency was corrected by the FBO. 

89. In all establishments visited the audit team observed common deficiencies related to the 
use of hyper-chlorinated water to wash raw materials, water taps not preventing their 
hand use, and the lay-out of the facilities which could affect hygiene standards (e.g. 
workers having to walk outside from the changing rooms to the processing rooms). 

90. The audit team also noted some deficiencies related to the traceability of fishery 
products and the identification of their origin (see paragraphs 126 and 127). 

91. In general, and with the exception of control over heavy metals in one establishment, the 
sampling plans for testing products and water drafted in the framework of the HACCP 
plan and pre-requisite programmes were in line with the EU rules, and applied 
satisfactorily. This is relevant for the assessment of the measures implemented by 
DIPOA to address recommendation No 1 of the 2012 audit report (see paragraph 15). 

92. Recommendation No 5 of the 2012 audit report stated that the competent authority 
should "improve the implementation of current mechanisms (official controls, service 
supervision, service audits) for verifying that only establishments which are in line with 
the requirements of Section VIII, Chapters III to IV, of Annex III to Regulation (EC) No 
853/2004 are allowed to participate in the production chain of fishery products to be 
exported to the EU’. Prior to this audit, the guarantees provided by Brazil in response to 
this recommendation were assessed as satisfactory. On the basis of the above findings, 
the audit team must conclude that the implementation of the proposed measures has not 
been sufficiently effective in addressing the 2012 audit report recommendation. 

Checks on the EU eligibility of imported raw materials

93. Since the last audit, DIPOA updated the control procedures on the EU eligibility of 
imported raw material used in the manufacture of products for EU export. These 
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procedures were found to be in line with EU rules and provide adequate guarantees with 
regard to the EU eligibility of imported raw materials, and their correct application. 

94. Recommendation No 6 of the 2012 audit report stated that the competent authority 
should ‘ensure that all imported raw materials used for the manufacture of fishery 
products for EU export meet the relevant requirements mentioned in Point II.1 of the 
health certificate for imports indicated in Regulation (EC) No 2074/2005, in particular 
that the raw materials are EU eligible from the sanitary public health point of view’. 
The guarantees provided at the time by Brazil with regard to this recommendation were 
considered satisfactory. Based on its findings, the audit team concludes that the 
proposed measures have been adequately implemented. 

Conclusions on official controls of production and placing on the market

95. By not including all elements identified in point 1 of Chapter I of Annex III to 
Regulation (EC) No 854/2004, the official control system in place does not cover the 
complete production chain. 

96. The system implemented to control EU listed establishments often was not 
implemented as planned, and its implementation was found to be insufficiently 
effective, as evidenced by the number and/or significance of the deficiencies identified 
in six out of ten EU listed establishments visited. Several deficiencies (concerning 
hygiene practices, structural maintenance, use of hyper-chlorinated water with whole 
fishery products, and incorrect implementation of HACCP based procedures) were 
identified in the majority, or all (hyper-chlorinated water) of the establishments 
visited. 

97. These shortcomings undermine the reliability of the guarantees provided, and attested 
to by the competent authority, that fishery products exported to the EU were produced 
in accordance with the EU rules and EU compliant establishments. 

98. The audit team concludes that the 2012 audit report recommendation No 4 (freezer 
vessels) has not been addressed; that recommendation No 3 (primary production) has 
been adequately addressed as regards aquaculture but not as regards other fishery 
products; and that the implementation of the actions in response to recommendation 
No 5 has been insufficient to satisfactorily address the shortcomings. In contrast, the 
actions proposed to address the 2012 audit report recommendation No 6 were found to 
have been adequately implemented. 
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5.3.2 Official controls of fishery products

Legal requirements 

Point II.1 of the EU health certificate, and in particular official controls laid down in Annex 
III, Chapter II of Regulation (EC) No 854/2004. 

Findings

99. Controls on fishery products are implemented by DIPOA during their official control 
tasks and within specific programmes, e.g. the National Programme for Control of 
Residues, and the Conformity Assessment Programme for Products of Animal Origin. 

100. The frequency of the controls performed during official tasks is defined in the relevant 
procedures. Each year a plan for the two special programmes is drafted at national level 
and any establishment with a SIF approval can be selected for product sampling. 

101. Under the National Programme for Control of Residues, fishery products (wild and 
farmed) are tested for determination of the levels of heavy metals, dioxins and PCBs. 
From 2015 to date DIPOA sampled fishery products in 36 EU listed establishments and 
the vast majority of the results were in line with EU rules. Two notable exceptions were 
found in products from two establishments, one for the levels of cadmium (2016), the 
other for levels of mercury (2015). DIPOA stated that appropriate actions were taken. 

102. Under the Conformity Assessment Programme for Products of Animal Origin, fishery 
products are tested for relevant microbiological parameters and for histamine. From 
2015 to date, DIPOA sampled fishery products for histamine testing in 38 EU listed 
establishments and the results were, with one exception, in line with the EU rules. In the 
same period, samples were also taken for relevant microbiological parameters, in 15 EU 
listed establishments. For Listeria.monocytogenes, 4 results out of 37 were not 
compliant. DIPOA stated that adequate measures had been taken to protect consumers 
and to prevent reoccurrence. All Staphylococcus aureus results were EU-compliant. 

103. AFFAs and AISIPOAs perform routinely organoleptic examinations of fishery products 
and assess the organoleptic examinations carried out by the FBOs. 

104. These organoleptic examinations are not carried out at primary production level, as 
required in Chapter II (A.) of annex III to Regulation No 854/2004. 

105. AFFAs and AISIPOAs verify and assess the controls on parasites made by the FBOs. 

106. DIPOA issued instructions with regard to poisonous fishery products and their export to 
the EU is prevented. From the information available it can be concluded that fishery 
products from Gempylidae are not exported to the EU. 

107. Recommendation No 7 of the 2012 audit report stated that the competent authority 
should ‘ensure that the official controls performed over fishery products for EU export 
covers all the relevant requirements of Chapter II of Annex III to Regulation (EC) No 
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854/2004, in particular the monitoring arrangements for dioxins and PCBs’. The 
guarantees provided by Brazil with regard to this recommendation had been assessed as 
satisfactory. The findings on this point during this audit allow the audit team to conclude 
that the proposed measures have been implemented satisfactorily. 

Conclusions on official controls of fishery products

108. The official controls of fishery products destined for EU export cover the relevant EU 
requirements and offer sufficient guarantees that fishery products exported to the EU 
comply with the relevant EU rules, with the exception of the controls to be carried out at 
the primary production stage. 

109. The audit team concludes that the competent authority has implemented satisfactorily 
the action proposed to address recommendation Nos 7 of the 2012 audit report. 

5.4 FOLLOW UP OF RASFF NOTIFICATIONS 

Legal requirements

Article 11(4) of Regulation (EC) No 854/2004. 

Findings

110. As indicated in section 4.3 there were nine notifications for Brazilian fishery products. 

111. All RASFF notifications were followed up by DIPOA in line with the procedures in 
place; the audit team reviewed the actions taken by DIPOA and in the establishments 
concerned, and found those actions to be adequate. 

Conclusion on follow up of RASFF Notifications

112. The competent authority investigates RASFF notifications in line with appropriate 
procedures and takes adequate corrective measures in respect of the operators which 
were found to have been involved. 

5.5 LABORATORIES 

Legal requirements 

Article 46(1)(d) of Regulation (EC) No 882/2004. 

Chapter 1 of Annex I to Regulation (EC) No 2073/2005. 

Article 3 and Annex III to Regulation (EC) No 2074/2005. 

Regulations (EC) Nos 333/2007 and (EU) No 589/2014. 
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Findings

113. The official laboratory network is described in paragraph 47. 

114. According to DIPOA all laboratories have been accredited to ISO/IEC 17025:2005 and 
the analytical methods – which were stated to have performance criteria in line with EU 
rules - for the relevant parameters are included in the scope of accreditation. 

115. The accreditation is valid for four years and a follow-up assessment is carried out within 
a period of two years. 

116. Recommendation No 8 of the 2012 audit report stated that the competent authority 
should ‘ensure that all laboratories involved in official controls apply the principles of 
internationally recognised quality assurance techniques and are evaluated and/or 
accredited under officially recognised quality management and assurance programmes 
equivalent to international standards, such as ISO/IEC 17025, to ensure the reliability 
of analytical results’. The guarantees provided in respect of this recommendation were 
at the time assessed as satisfactory. The audit team concludes that the proposed 
measures were adequately implemented. 

Conclusions on laboratories

117. Overall, the laboratories responsible for official control analyses can provide the 
necessary guarantees to ensure that results are consistent and reliable as regards the 
microbiological and physicochemical parameters for fishery products. 

118. The audit team concludes that the corrective actions to address the recommendation 
No 8 of the 2012 audit report were satisfactorily implemented. 

5.6 OFFICIAL CERTIFICATION

Legal requirements
Article 14 of Regulation (EC) No 854/2004. 

Article 6 of Regulation (EC) No 2074/2005, and in particular the EU health certificate.

Article 6 of Council Directive 96/93/EC. 

Findings

Issuance of EU export certificates 

119. AFFA issue EU export certificates in accordance with the applicable procedures. 

120. Currently the majority of the EU export certificates are issued electronically through a 
system specifically designed for this purpose by MAPA. 

121. The issuance of an EU export certificate consists of different steps: 
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a. Submission of a certification request by the FBO accompanied with relevant 
documentation (usually, a list of products (packing list) identifying lot numbers and 
best-before dates and commercial documents (bill of lading or invoice). 

b. Validation of the request by the responsible AFFA; in this process, an evaluation is 
made concerning the products of the FBO, the test results of samples taken by the 
FBO, and the last available official control sampling. 

c. Check on over container loading by the AFFA or AISIPOA with issuance of an 
"official loading report", and sealing in the presence of the AFFA/AISIPOA. 

d. Electronic validation by the AFFA. 
e. Printing and signing of the EU export certificate. 
f. Delivery of the EU export certificate to the FBO. 

122. The use of the electronic system does not allow the certification of products from an 
establishment that is not approved for EU exports, or that is temporary suspended. 

123. The audit team found that the procedure is overall adequately implemented and that it 
follows the relevant requirements of Council Directive 96/93/EC, with the exception of 
the guarantees concerning primary production, for reasons set out previously. 

Checks on-the-spot of EU export certification of products exported to the EU

124. The audit team reviewed, with competent authority assistance, 16 files related to the 
certification of consignments exported to the EU issued in the premises visited. 

125. In most cases the FBOs and the competent authority were able to provide, together with 
the EU export certificate, all documents and records to demonstrate: 

 The origin of the fish (fishing vessel (catch certificate) and commercial documents). 
 The fish reception and manufacture of products (production records). 
 The production of products in accordance with food safety rules in line with EU 

requirements (production records). 
 The correct use of incoming raw material, production and batch codes to 

demonstrate the links between the different documents produced. 
126. However, in one establishment the production/origin of a small part of a consignment 

could not be accounted for while in another, which dispatched fishery products to a 
second EU listed establishment for later export to the EU, it was not possible to properly 
reconcile the dispatched products with the storage records or with the incoming raw 
materials: neither the weights nor the species matched between the different documents. 

127. In a third establishment, the audit team found that all products (whole round frozen fish) 
dispatched to the EU has been certified as being produced/frozen in that establishment 
(field I.28 of the EU export certificate, the "manufacturing plant") when, in fact, the 
products had been produced/frozen either in several freezer vessels (see paragraph 64), 
or in another EU listed establishment (incorrectly identified as a cold store – see 
paragraph 59). This is not compliant with EU requirements, according to which the 
vessels or the other EU establishment should have been identified as the "manufacturing 
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plant" (field I.28 of the certificate), and the visited establishment as the "place of 
dispatch" (field I.11) as no handling/processing had taken place there. However, the 
identification of the freezer vessel(s) in field I.28 would imply that it/they would have to 
be EU listed as the producing establishment(s), which would currently be impossible as 
these vessels are not listed as such. 

128. Moreover, due to the fact that those freezer vessels are not controlled by an authority 
(and that the ones visited by the audit team were non-compliant), the result was that the 
competent authorities certified and exported to the EU fishery products for which they 
could not provide adequate guarantees with regard to the applicable EU requirements. 

Conclusion on official certification

129. In principle, the export certification procedures and their implementation can provide 
adequate assurance that EU certification principles are correctly applied, and that the 
guarantees thus provided are properly substantiated. However, and in the absence of 
official controls, this does not apply to the guarantees related to primary production, 
and to freezer vessels because of their incorrect classification as being part of primary 
production. 

130. In addition, and for those freezer vessels which produce (whole) frozen fishery 
products intended for the EU without undergoing further preparation/processing in the 
establishments of dispatch, the observed incorrect identification of the place of 
production implies that the guarantees provided cannot be ascertained. 

5.7 FOLLOW-UP OF PREVIOUS AUDIT 2012-6540
This table summarises the assessment of outstanding recommendations in the 2012 audit 
report

No Previous recommendation Assessment
1 The CA should ensure that standards 

at least equivalent to EU 
requirements are applied to fishery 
products to be exported to the EU, in 
particular, as regards the maximum 
levels for contaminants defined in 
Regulation (EC) No 1881/2006.

Addressed.
The publication of Memorando No 
105/2017/CGCOA/DIPOA/MAPA/SDA/MAPA, of 
5 July 2017, in addition to Instrução Normativa No 
42, of 02 December 1999 (in conjunction with the 
Memorando Circular DIPES/CGI/DIPOA No 
29/2012,the Memorando No 120/2016/CGCO-
DIPOA/DIPOA-SDA/SDA-GM/MAPA, establishing 
maximum admissible levels for contaminants in 
fishery products in line with the EU rules address the 
recommendation. 
See findings paragraphs Nos 15 and 91. 
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3 The CA should ensure that primary 
production of fishery products used 
in the manufacture of fishery 
products for export to the EU is 
under official control, in order to 
guarantee that the sector is in line 
with the requirements of Annex I to 
Regulation (EC) No 852/2004 and of 
Section VIII, Chapters I to III, of 
Annex III to Regulation (EC) No 
853/2004 and to ensure that relevant 
requirements in point II.1 of the 
model health certificate laid down in 
Appendix IV to Annex VI to 
Regulation (EC) No 2074/2005 are 
met.

Largely not addressed. 

Previous non-compliance with regard the official 
control of aquaculture farms is being addressed.

See findings paragraphs Nos 19, 20, 71 and 75 to 78 
and 83. 

Previous non-compliance with regard the official 
control of primary production fishing vessels is not 
addressed. 

See findings paragraphs Nos 19 to 20, 70, 79, 80 and 
83. 

See recommendation No 7 of the current audit report. 

4 The CA should ensure that freezer 
vessels that manufacture or are 
involved in the production of fishery 
products for export to the EU are 
officially controlled in order to 
guarantee that those vessels are in 
line with the requirements of Section 
VIII, Chapters I and III, of Annex III 
to Regulation (EC) No 853/2004 and 
to ensure that relevant requirements 
in point II.1 of the model health 
certificate laid down in Appendix IV 
to Annex VI to Regulation (EC) No 
2074/2005 are met.

Not addressed. 

See findings paragraphs Nos 19 to 20, 70, 79, 80, 82 
and 84. 

See recommendation No 7 of the current audit report. 

6 OVERALL CONCLUSIONS

The official control system developed by the competent authority is based on legislation 
and control procedures which, if implemented as foreseen, should be capable of providing 
adequate assurance that fishery products meet many of the requirements set out in the EU 
health certificate. This does not apply, however, in respect of: 

 Primary production (vessels), which is not covered by the control system in place, 
and which in turn means that there is no basis for the competent authority to certify 
conformity with EU requirements; 

 EU requirements concerning certain freezer vessels, where Brazilian legislation 
significantly differs from the EU ones on key aspects; the main reason is that the 
activities of these vessels are considered primary production, contrary to EU law. 

As regards the listing of and control over establishments, the system as documented covers 
the EU requirements adequately in itself, but its implementation shows serious 
shortcomings as evidenced by, on the one hand, the listing of non-eligible establishments 
and, on the other, the manifest failure to detect and/or act on serious non-compliances in a 
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significant number of establishments visited. 

In terms of the follow-up to the 2012 audit, this audit established that corrective actions 
since then effectively dealt with a number of identified deficiencies. However, it also found 
that certain of these corrective actions were ineffective while some key recommendations, 
in particular in relation to the point highlighted above, were not addressed at all. 

In summary, the deficiencies identified in the course of the audit, both in terms of the 
control system's coverage as well as in its implementation, do not allow the competent 
authority to provide, and attest to, all the guarantees set out in the EU health certificate. 

7 CLOSING MEETING

At the closing meeting held in Brasilia on 22 September 2017, the audit team presented the 
main findings and preliminary conclusions of the audit. The competent authority 
acknowledged the findings and preliminary conclusions and committed to correcting the 
deficiencies found. It also provided written guarantees as regards the suspension of the 
approval - and the consequent suspension of certification for EU exports - of the four 
establishments that generally did not comply with EU rules. 

8 RECOMMENDATIONS

The recommendations set out below are aimed at rectifying the deficiencies identified during 
the audit, and at enabling the competent authority to provide reliable assurances that the 
public health guarantees set out in the EU model health certificate (as defined in Appendix IV 
to Annex VI to Regulation (EC) No 2074/2005) are met in respect of exports of fishery 
products to the EU. 

The competent authority should provide the Commission services with an action plan, 
including a timetable for its completion and within one month of receipt of the report, 
addressing these recommendations. 

No Recommendation

1. The competent authority should take measures to ensure that the relevant EU 
standards are applied to all freezer vessels involved in the production chain of 
fishery products for EU export, specifically, the requirements of Article 5 of 
Regulation (EC) No 852/2004 (HACCP) and the temperature requirements of 
Chapter I (C) of Section VIII of Annex III to Regulation (EC) No 853/2004. 

Recommendation based on conclusion No 16. 

Associated finding Nos 10 and 11. 

2. Brazil should identify and formally designate the authority competent for the 
official control of primary production fishing vessels, freezer vessels and landing 
sites involved in the production for EU exports. 
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No Recommendation

Recommendation based on conclusion No 50. 

Associated findings Nos 19 to 21 and 61. 

3. The competent authority should take measures to ensure that it avails of adequate 
numbers of sufficiently knowledgeable staff, in order to allow the official control 
system to be implemented effectively, and as planned. 

Recommendation based on conclusion Nos 51 and 52. 

Associated findings Nos 34, 35, 42 to 44 and 46. 

4. The competent authority should take measures to ensure that the implementation of 
the listing procedures provide adequate guarantees that the requirements of Article 
12 (2) (a) and (b) of Regulation (EC) No 854/2004, are met. 

Recommendation based on conclusions Nos 67 to 69. 

Associated findings Nos 56 to 59 and 61. 

5. The competent authority should ensure that the EU list includes all relevant 
producing establishments and it is kept up-to-date, as required by Article 12 (1) of 
Regulation (EC) No 854/2004. 

Recommendation based on conclusions Nos 67 to 69. 

Associated findings Nos 61 and 63. 

6. The competent authority should implement an official control system covering 
primary production fishing vessels and freezer vessels, in order to be able to 
guarantee that those facilities comply with the applicable EU requirements.

Recommendation based on conclusion Nos 95 and 98. 

Associated findings Nos 70, 79, 80, 83 and 84. 

7. The competent authority should take measures to ensure that the official controls of 
EU listed facilities are effectively implemented, in order to be able to guarantee that 
those facilities comply with the applicable EU requirements. 

Recommendation based on conclusions Nos 96 and 87. 

Associated findings Nos 86 to 90. 

8. The competent authority should ensure that organoleptic examinations are carried at 
all stages of the production chain, namely at the primary production level, as 
required by Chapter II (A.) of Annex III to Regulation No 854/2004. 

Recommendation based on conclusions No 108. 

Associated findings Nos 103 and 104. 

9. The competent authority should take measures to ensure that production and 
dispatching facilities are correctly identified in the EU health certificate. 

Recommendation based on conclusions Nos 129 and 130. 

Associated finding No 127. 
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___________________________

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=2017-6278

http://ec.europa.eu/food/audits-analysis/rep_details_en.cfm?rep_inspection_ref=2017-6278
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