
A 	 Republic of the Philippines 
DEPARTMENT OF AGRICULTURE 
Office of the Secretary 
ElliDtical Road Diliman, Quezon City 

FISHERIES ADMINISTRATIVE IVE ORDER No 
Series of 2008 

SUBJECT: Rules governing the organization and implementation of official 
controls on fishery and aquatic products intended for export to the EU market for 
human consumption 

WHEREAS, general hygiene rules are appropriate for business operators producing and 
handling all foods; the WTO SPS Agreement recognizes the right of member countries 
to implement SPS measures necessary to protect human, animal or plant life or health; 

WHEREAS, certain fishery and aquatic products may present specific microbiological 
and chemical hazards, the EU therefore imposes additional and specific hygiene rules 
for the production and handling of such products, including shellfish; 

WHEREAS, rules for Official Controls on fishery and aquatic products are therefore 
necessary; these rules should mirror the scope of the hygiene rules for business 
operators and cover all aspects important for protecting public and, where appropriate, 
fish and shellfish health; they should be based on the most recent relevant information 
and adaptable to new information as necessary; 

WHEREAS, specific Official Controls on the production of fishery and aquatic products 
are also necessary to check for compliance with the specific criteria and targets laid 
down in EU legislation; 

WHEREAS, the EU specifies that authorities performing Official Controls must operate 
to criteria that ensure their impartiality and effectiveness, such as having a sufficient 
number of suitably qualified, trained and experienced staff with access to adequate 
facilities and equipment; 

WHEREAS, Official Controls should be carried out using appropriate techniques, 
including routine surveillance and more intensive controls such as inspections, audits, 
sampling and testing, and should be based on documented procedures to ensure they 
are carried out to a uniform and consistent high quality; 

WHEREAS, the frequency of Official Controls should be regular and proportionate to the 
risk, and include random Controls, taking into account results of checks carried out by 
business operators under HACCP-based control programmes, designed to meet 
requirements of food law and animal health rules; 

WHEREAS, laboratories analyzing official samples should work in accordance with 
internationally-approved procedures or criteria-based performance standards, using 
validated analytical methods, and should in particular be equipped to enables the correct 
determination of legally-defined standards; 

WHEREAS, reference laboratories should be designated to contribute to a high quality 
and uniformity of analytical results, for example through the application of validated 
methods, availability of reference materials, the organisation of comparative testing and 
the training of laboratory staff; reference laboratories should cover all the areas of feed 
and food law and animal health; 



WHEREAS, a number of national, regional and/or international standards appropriate for 
use in Official Controls have been developed by bodies such as ISO and IUPAC, relating 
to the operation and assessment of testing laboratories and to the operation and 
accreditation of control bodies; 

WHEREAS, provision should be made to delegate certain Control tasks from the 
competent authority to a control body, and to define conditions under which such 
delegation can take place; 

WHEREAS, BFAR must ensure appropriate and effective coordination between 
Authorities responsible for regulating non-food aspects that may impact on the safety of 
fishery and aquatic products, and between competent bodies to whom responsibilities 
may have been delegated under this Order; 

WHEREAS, the EU does not limit import checks to veterinary aspects but also includes 
Controls on aspects such as additives, labelling, traceability, irradiation of food and 
materials in contact with food; 

WHEREAS, RP may also be requested to provide information on its control systems; 
this information, which should be established on the basis of EU guidelines, should form 
the basis for subsequent EU inspection visits and controls; 

WHEREAS, DA-BFAR is mandated by RA 8550 Section 65 (I) to implement an 
inspection system for the export of fishery and aquatic products and fish processing 
establishments; by Section 107 to promulgate fisheries administrative orders for 
purposes of fishery regulation; and by Section 119(d) to establish and maintain quality 
laboratories in major fish ports and prescribe the highest standards for the operation and 
maintenance of such post-harvest facilities; 

WHEREAS, European Commission Decision 95/190 recognizes DA-BFAR as the 
Competent Authority to effectively ensure that fishery and aquatic products exported to 
the EU comply with EU legislation; 

WHEREAS, classification of shellfish harvesting areas in accordance with EU 
requirements has not yet been carried out, it is necessary to introduce an extended 
implementation period for these specific rules; 

NOW THEREFORE, the following rules and regulations governing the organization and 
implementation of official controls on fishery and aquatic products intended for export to 
the EU are hereby promulgated: 

Article I 
Scope 

1. This Order lays down specific rules for the organization and implementation of Official 
Controls on FABO, their establishments and products to verify their compliance with the 
specific EU hygiene, safety' and other technical requirements set out in Fisheries 
Administrative Order No. 2 (7 , Series of 2008, 'Rules and Regulations Governing the 
Export of Fish and Aquatic Products to the European Union". 



2. This Order applies only in respect of the products, premises and management 
activities of business operators intending to export FA products to the European Union, 
as defined in Chapter VIII of the Implementing Code of Practice accompanying this 
Order. 

3. Official Controls pursuant to this Order shall be without prejudice to the business 
operator's responsibility for ensuring food safety and compliance with relevant EU 
requirements, as laid down in Articles 3 to 9 in Administrative Order No V27 Series of 
2008. 

4. This Order shall apply. without prejudice to Republic Act No 8550, Philippine Fisheries 
Code of 1998, and the following Fisheries Administrative Orders as applied to the 
harvesting, production, preparation and processing of fisheries / aquatic products for 
domestic or non-EU markets: 

a) No 117, 1975, as amended by No 117_i, 1994: Rules and regulations governing 
the operation of processing plants for fish and fishery/aquatic products and 
prescribing/requiring standards, quality control and inspection or processed fish 
and fishery/aquatic products. 

b) No. 135, 1981: Rules and Regulations Governing Import of Fish and 
Fishery/Aquatic Products. 

c) No. 192, 1997: Establishing the Fisheries Quarantine Service (FQS) in BFAR 
and in the DA Regional Field Units, and prescribing rules, regulations and 
procedures thereof. 

d) No 209, 2001: Guideline on the Production, Harvesting, Handling and 
Transportation of Shellfish for Implementation of the Local Government; 

e) No 210, 2001: Rules and Regulations on the Exportation of Fresh, Chilled and 
Frozen Fish and Fishery / Aquatic Products; 

f) No 211, 2001: Requirements for Pre-processing and Processing Plants, the 
SSOP thereof and the Processing and Quality Requirements for Shellfish; 

g) No 212, 2001: Guideline on the Implementation of HACCP System; 

h) No 214, 2001: Code of Practice for Aquaculture; 

i) No 247, 2006, Powers and Functions of Regulatory Officers for the Safety and 
Quality Assurance of Fishery and Aquacuiture Products Intended for Human 
Consumption. 

5. This Order establishes the requirement for cooperation and co-ordination between 
DA-BFAR and other authorities on the enforcement of requirements related to aqua-feed 
and with other relevant agencies or control bodies mandated to perform delegated tasks. 

6. This Order shall apply without prejudice to EU rules on Organic ("Bio") foods, for 
which specific inspection, control and certification may be required, to Administrative 
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Order 13, 2003: "Guidelines in the Accreditation of Certifying Bodies for Standards on 
Organic Agriculture" or to Executive Order No. 481, 2005: Promotion and Development 
of Organic Agriculture in the Philippines. 

Article 2 
Definition of Terms and Acronyms 

1. For the purpose of this Order, the terms, phrases and acronyms defined in Section 4 
of the Introduction to the Implementing Code of Practice accompanying this Order ("The 
Code of Good Practice for the Organization and Implementation of Official Controls for 
the Export of Fish and Aquatic Products from the Philippines to the European Union, 
2008") shall apply and have legal effect as if they were an integral part of this Order. 

2. The general terms defined in Section 4 of the Introduction to the Implementing Code 
of Practice for Fisheries Administrative Order No. 12.7 , 2008, ("The Code of Good 
Manufacturing Practice for Business Operators Exporting Fish and Aquatic Products 
from the Philippines to the EU, 2008") shall also apply. 

3. The definitions specific to the harvesting and treatment of bivalve molluscs in Chapter 
IV of these Implementing Codes of Practice shall also apply, as appropriate. 

Article 3 
General Obligations of DA-BFAR in the Enforcement of Official Controls 

1. DA-BFAR shall carry out effective and appropriate Official Controls at all stages of 
production, processing and distribution of FA products, in accordance with the criteria 
established in Article 6. 

2. DA-BFAR must ensure that products intended for export to the EU 

(i) are despatched only from approved and inspected establishments, and are 
accompanied by an official sanitary / health certificate, in accordance with the 
provisions of this Order; 

(ii) do not pose a risk to the health of fish and aquatic animals in the EU. 

In addition, DA-BFAR shall inform the EU Commission within 24 hours of any outbreak 
of a fish disease listed in the OlE International Aquatic Animal Health Code, or any such 
disease as required by the EU. 

3. DA-BFAR shall ensure that it has the necessary legal powers to: 

(a) grant Authorised Officers appropriate access to FABO premises and relevant 
documentation; 

(b) carry out Official Controls and to take the measures provided for in this Order; 

(c) oblige FABO to undergo any inspection carried out in accordance with this Order 
and to assist staff of DA-BFAR to carry out their tasks; and 
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(d) prevent the export of any FA product that does not comply with the requirements. 

4. DA-BFAR must ensure that adequate financial resources are available to provide the 
necessary staff and other resources for Official Controls. 

Article 4 
Delegation of Specific Tasks related to Laboratory Services 

1. DA-BFAR may delegate specific tasks related to laboratory services to one or more 
reputable laboratory recognized by DA-BFAR in accordance with paragraphs 2 to 4. 

However, the activities referred to in Articles 20 and 21 shall not be delegated. 

2. DA-BFAR may delegate specific tasks to a particular laboratory only if there is a 
precise definition of: 

(a) tasks that the laboratory may carry out and the conditions under which it may 
carry them out; 

(b) the extent of the legal responsibilities of the laboratory in respect of the delegated 
tasks; and 

(C) there is proof that the laboratory: 

(I) has the expertise, equipment and infrastructure necessary to perform the 
tasks delegated to it; 

(ii) has a sufficient number of suitably qualified and experienced staff; and 

(iii) is impartial and free from any conflict of interest as regards the tasks 
delegated to it; 

(d) the laboratory works and is accredited in accordance with European Standard EN 
45004 'General criteria for the operation of various types of bodies performing 
inspection' and/or another standard if more relevant to the delegated tasks in 
question; 

(e) the designated laboratory operates and is assessed and accredited in 
accordance with the following standards, taking into account criteria for different 
testing methods laid down in relevant EU feed and food law. Accreditation and 
assessment may relate to individual tests or groups of tests. 

(i) ISO/IEC 17025: 'General requirements for the competence of testing and 
calibration laboratories'; 

(ii) EN 45002: 'General criteria for the assessment of testing laboratories'; 

(iii) EN 45003: 'Calibration and testing laboratory accreditation system - General 
requirements for operation and recognition'; 
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(f) the laboratory communicates the results of the controls carried out to DA-BFAR 
on a regular basis and whenever DA-BFAR so requests. However, if the results 
indicate non-compliance or the likelihood of non-compliance, the control body 
must immediately inform DA-BFAR; 

(g) there is efficient and effective coordination between the DA-BFAR and the 
laboratory. 

3. DA-BFAR must organise, as necessary, audits or inspections of laboratories to which 
designated tasks have been delegated. If it appears that the laboratories are failing to 
carry out properly the tasks delegated to them, DA-BFAR may withdraw the delegation. 
It must withdraw it immediately delay if the laboratory fails to take appropriate and timely 
remedial action. 

Article 5 
Transparency and Confidentiality 

1. DA-BFAR must ensure that it carries out its activities with a high level of transparency 

2. In particular, DA-BFAR must make the information required by this Order available to 
the EC FVO as soon as possible. 

3. DA-BFAR must take steps to ensure that members of its staff do not disclose 
information acquired when undertaking their Official Control duties which, by its nature, 
is covered by professional secrecy in duly justified cases. Protection of professional 
secrecy shall not prevent the dissemination by DA-BFAR of information as referred to in 
paragraph 2. 

4. Information covered by professional secrecy includes in particular 

(a) the confidentiality of preliminary investigation proceedings or of current legal 
proceedings; 

(b) personal data; 

(c) information protected by national legislation concerning, in particular, professional 
secrecy; 

(d) information disclosed in reports, applications etc., not otherwise volunteered by 
the business operator but derived through compulsion, and which may affect his 
competitive position or that of his products, such as production volume, prices, 
names of buyers, and such other information that is generally treated as trade 
secrets. 

Provided, however, that DA-BFAR shall not be restrained from issuing the confidential 
information in any of its investigations, risk analyses or processes in aid of the 
implementation or enforcement of this Order- 
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Article 6 
Operational Criteria for the Conduct of Official Controls by DA-BFAR 

1. DA-BFAR must ensure: 

(a) Official Controls on FABO establishments and FA products are effective and 
appropriate, at all stages of production, processing and distribution, including 
Controls on FABO product safety management systems, ingredients or materials 
applied to FA products, and on live aquatic animals. 

(b) Official Controls are carried out: 

(i) regularly, at an appropriate frequency, and without prior warning, except in 
cases such as formal audits; 

(ii) on a random, risk-assessed schedule determined by DA-BFAR, taking into 
account: 

(a) identified risks associated with FA products and associated businesses, 
the use of aqua-feed or any ingredients or processes that may influence 
product safety; 

(b) the reliability of any own checks carried out by FABO and his record of 
compliance with relevant legislation; 

(c) any information that might indicate non-compliance. 

(c) staff carrying out Official Controls are free from any conflict of interest; 

(d) DA-BFAR has access to a suitably-equipped laboratory or laboratories, having an 
adequate capacity for testing and a sufficient number of qualified and experienced 
staff; 

(e) DA-BFAR has appropriate and properly maintained facilities and equipment; 

(f) contingency plans are in place, and are operational in the event of an emergency. 

2. DA-BFAR must ensure the impartiality, quality and consistency of Official Controls 
and laboratories at all levels. In addition, the criteria in paragraph 1(a) - (e) must be fully 
respected by every authority or control body to which the competence to carry out official 
controls has been delegated. 

3. Efficient and effective coordination and cooperation must be ensured between the 
respective units and authorities involved where 

(I) within DA-BFAR, more than one unit is competent to carry out Official Controls, in 
particular those at regional or local level; 

(ii) the responsibility for other matters that may have an impact on the safety of FA 
products lies with an authority or authorities other than DA-BFAR. 
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4. DA-BFAR must carry out internal audits or may have external audits carried out and, 
in the light of their results, take appropriate measures to ensure that they are achieving 
the objectives of this Order. These audits must be subject to independent scrutiny and 
carried out in a transparent manner. 

Article 7 
Personnel Performing Official Controls 

DA-BFAR shall ensure that all personnel performing Official Controls, including staff 
within control bodies and laboratories to which it has delegated responsibilities under 
this Order: 

(a) receive appropriate training enabling them to undertake their duties competently 
and to carry out Official Controls in a consistent manner. This training shall cover, as 
appropriate, the areas referred to in Chapter I of the Implementing Code of Practice 
accompanying this Order; 

(b) keep up-to-date in their area of competence and receive regular training as 
necessary; and 

(C) have the necessary aptitude for multidisciplinary cooperation. 

Article 8 
Approval of Establishments 

1. DA-BFAR must make an inspection /audit- 

(i) prior to initial approval of any establishment from which FABO intends to export for 
the first time; 

(ii) regularly, in the case of all approved establishments, in accordance with Article 6 
of this Order. 

2. DA-BFAR may approve an establishment for the activities concerned only if FABO 
has demonstrated that it meets the relevant Philippine food law and additional EU 
requirements, or equivalent measures, for the management, infrastructure and 
equipment that are specific to the handling, processing, storage and despatch of the FA 
products that the FABO wishes to export, as established in Fisheries AO Order No 
12 7 , 2008, and its Implementing Code of Practice. 

3. DA-BFAR shall give each approved establishment an approval number, which may 
include a secondary code to indicate the types of FA products. 

4. DA-BFAR shall maintain up-to-date lists of approved establishments, with their 
respective approval numbers and other relevant information, and communicate these to 
the European Commission. 

However, the following need not appear on lists drawn up and updated in accordance 
with this paragraph: 



(a) establishments handling processed foods that contain FA products mixed with 
other non-animal products, but for which the EU does not lay down requirements; 

(b) establishments carrying out only primary production, as defined in Chapter I of 
the "The Code of GMP for Business Operators Exporting Fish and Aquatic Products 
from the Philippines to the European Union, 2008", implementing Fisheries AO No 

2008. 

(c) establishments carrying out only transport operations; 

(d) establishments carrying out only the storage of FA products that do not require 
temperature-controlled storage such as ambient-stable products in hermetically 
sealed containers. 

5. If DA-BFAR identifies serious deficiencies or has to stop production at an 
establishment repeatedly and the FABO does not provide adequate guarantees 
regarding future production, DA-BFAR shall initiate procedures to withdraw permanently 
the establishment's approval. 

However, DA-BFAR may temporarily suspend approval until the FABO provides 
acceptable guarantees that it will resolve deficiencies within a reasonable period agreed 
with DA-BFAR. 

6. DA-BFAR shall issue a certificate of approval I registration to FA establishments that 
have satisfactorily met the quality and food safety requirements set by DA-BFAR and the 
relevant EU requirements. 

Article 9 
Official Controls on Fishery and Aquatic Products 

1. Subject to Article 10, DA-BFAR shall ensure that Official Controls take place in 
accordance with the requirements of this Order and Chapter III of the Implementing 
Code of Practice to this Order to verify FABO's compliance with the requirements of 
Administrative Order No 	, Series of 2008 and other food safety legislation 
applicable to his products, establishment and operation. 

2. In accordance with the provisions laid down under Article 3.3(c), FABO shall be 
required to provide all assistance necessary to ensure that Official Controls can be 
performed effectively and shall, in particular: 

(a) permit access to all buildings, premises, installations or other infrastructures; 

(b) make available any documentation and records required under this Order or 
which DA-BFAR considers necessary for assessing the establishment. 

3. Tasks related to Official Controls shall, in general, be carried out using appropriate 
control methods and techniques such as monitoring, surveillance, verification, audit, 
inspection, sampling and analysis. 

4. The Official Controls referred to in paragraphs 1 and 3 shall include: 
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(a) audits of GHP and HACCP-based procedures, to verify that FABO apply 
procedures continuously and effectively; 

(b) the Official Controls specified in Articles 5 to 8; and 

(C) any particular auditing tasks specified in the Chapter III of the Implementing Code 
of Practice. 

5. Audits of GHP shall concern at least those listed in Chapter III, Section 1.4 of the 
Implementing Code of Practice to this Order. 

6. Audits of HACCP-based procedures shall, in particular, determine whether the 
procedures guarantee, as far as possible, that FA products meet the requirements set 
out in Chapter III, Section 1.5 of the Code of Practice. 

7. When carrying out auditing tasks, DA.-BFAR shall take special care: 

(a) to establish that staff comply with the requirements of paragraph 2(a) and (b); 

(b) to verify FABO's relevant records; 

(c) to take samples for laboratory analysis whenever necessary; and 

(d) to document elements taken into account the findings of the audit. 

8. To support the audit, DA-BFAR may carry out performance tests to confirm that staff 
performance meets specified parameters. 

9. The nature and intensity of auditing tasks in respect of individual establishments shall 
depend upon the assessed risk. To this end, DA-BFAR shall regularly assess: 

(a) risks to public health and FA product safety, including those associated with 
catchment and I or harvesting areas; 

(b) in the case of the slaughter area for farmed aquaculture and fishery products, 
welfare aspects, as appropriate; 

(c) the type and volume of inputs & outputs in each of the processes carried out; and 

(d) the FABO's record as regards compliance with food law. 

10. Verification of compliance with the requirements concerning the application of 
Identification Marks shall take place in all establishments approved in accordance with 
this Order, including verification of compliance with traceability requirements. 

Article 10 
Live Bivalve Molluscs 
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1. DA-BFAR shall ensure that the production and placing on the market of live bivalve 
molluscs, echinoderms, tunicates and marine gastropods undergo Official Controls 
described in Chapter IV of the Implementing Code of Practice to this Order. 

2. Live bivalve molluscs, echinoderms, tunicates and marine gastropods shall come from 
production areas that appear on a list to be drawn up, monitored and updated in 
accordance with Chapter IV, Section I of the Implementing Code of Practice to this 
Order. 

3. The requirement of paragraph 2 shall not apply to Pectinidae harvested outside 
classified production areas. However, official controls with respect to Pectinidae shall 
take place in accordance with Chapter IV, Section III of the Implementing Code of 
Practice to this Order. 

Article 11 
Sanitary I Health Certification of Fishery and Aquatic Products 

1. A sanitary I health certificate meeting the requirements set out in Chapter V of the 
Code of Practice shall accompany each exported consignment of FA products. 

2. DA-BFAR shall issue the required certificate for each consignment of FA products 
intended for export based on verified compliance to the relevant food safety and 
quality requirements. 

3. The certificate may be issued only by certifying officers, officially designated by DA-
BFAR Director in accordance with conditions prescribed by the EU. 

4. DA-BFAR shall refuse to issue the certificate(s) if the requirements are not met. 

Article 12 
Official Controls and Verification Procedures 

1. DA-BFAR must carry out Official Controls in accordance with documented procedures 
which contain information and instructions for staff performing Official Controls, including 
the subject areas referred to in Chapter III of the Implementing Code of Practice to this 
Order. 

2. DA-BFAR shall have procedures in place to: 

(a) verify the effectiveness of Official Controls that it, and any designated control 
body, carries out; 

(b) ensure that corrective action is taken when needed; and 

(c) the documentation referred to in paragraph 1 is updated as appropriate. 

3. DA-BFAR may establish guidelines for Official Controls particularly on: 

(a) implementation of HACCP principles; 



(b) management systems that FABO may operate to meet the requirements set by 
DA-BFAR; 

(C) microbiological, physical and chemical safety of FA products. 

Article 13 
National Reference Laboratories 

1. DA-BFAR shall designate one or more National Reference Laboratories. 

2. These National Reference Laboratories shall: 

(a) collaborate with other international Reference Laboratories in their area of 
competence; 

(b) coordinate, for their area of competence, the activities of Official Laboratories 
responsible for the analysis of samples in accordance with Article 15; 

(c) where appropriate, organise comparative tests between Official Laboratories and 
ensure an appropriate follow-up of such comparative testing; 

(d) ensure that information supplied by other international Reference Laboratories is 
effectively disseminated to DA-BFAR and Official Laboratories; 

(e) provide scientific assistance to DA-BFAR for the implementation of coordinated 
control plans; and 

(f) carry out other specific duties that may be provided for in accordance with this 
Order. 

Article 14 
Official Laboratories 

1. DA-BFAR shall designate Official Laboratories to analyse samples taken during 
Official Controls. 

2. However, DA-BFAR may only designate laboratories that operate, are assessed and 
accredited in accordance with the requirements of Article 4.2 of this Order. 

3. The accreditation and assessment of testing laboratories referred to in paragraph 2 
may relate to individual tests or groups of tests. 

4. DA-BFAR shall cancel the designation referred to in paragraph 1 when the conditions 
referred to in paragraph 2 are no longer fulfilled. 

Article 15 
Methods of Sampling and Analysis 
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1 Sampling and analysis methods used in the context of Official Controls on the export 
of FA products shall comply with relevant EU requirements, or: 

(a) if no such rules exist, internationally-recognised rules or protocols, for example 
those developed by ISO, Codex Alimentarius or accepted by the European 
Committee for Standardisation (C EN), or 

(b) in the absence of the above, other methods fit for the intended purpose or 
developed in accordance with scientific protocols. 

2. Where no methods meeting the requirements of paragraph 1 exist, validation of 
alternative methods may take place within a single laboratory, according to an 
internationally-accepted protocol. 

3. Wherever possible, methods of analysis shall be characterized by the appropriate 
criteria set out in Chapter II of the Implementing Code of Practice to this Order. 

4. DA-BFAR shall establish procedures to guarantee the rights of FABO, whose 
products are subject to sampling and analysis, to apply for a supplementary expert 
opinion. However, such rights shall not prejudice the obligation of DA-BFAR to take 
prompt action in cases of emergency. 

5. DA-BFAR shall ensure that FABO can obtain sufficient quantity of sample(s) to permit 
a supplementary expert opinion, unless this is impossible, for example, with highly-
perishable products or very low quantities of available material. 

6. Samples must be handled and labelled in such a way as to guarantee their legal and 
analytical validity. 

Article 16 
Reports 

1. DA-BFAR shall draw up reports on the Official Controls that it has carried out. 

2. These reports shall include a description of the purpose of the Official Controls, the 
methods applied, the results obtained and, where appropriate, any actions that the 
FABO is to take. 

3. DA-BFAR shall provide the FABO concerned with a copy of the report referred to in 
paragraph 2. 

Article 17 
National Residue Monitoring Report and Plan 

1. DA-BFAR shall prepare and implement a centrally-coordinated, integrated National 
Residue Monitoring Plan and Report in accordance with the requirements of EU 
legislation. This plan shall comprise the elements described in Chapter VI of the 
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Implementing Code of Practice to this Order and be regularly updated in the light of 
experience and results obtained and, if necessary, at the request of the EC. 

2. DA-BFAR shall monitor all stages of FA production to detect the presence of residues 
and substances listed in Chapter VI, Section 5 in live FA animals and their products, and 
in their feed and water. 

3. DA-BFAR may delegate sampling and analysis to an appropriate control body but 
shall be responsible for co-ordinating the activities of, and results obtained by, all such 
bodies and any other central and regional departments responsible for monitoring the 
various residues. Such coordination shall include other authorities responsible for 
preventing the fraudulent use of substances in the FA production chain. 

4. DA-BFAR shall send to the EC FVO, not later than 31 March of each year, an updated 
plan and results from the previous year, including results of any additional or specific 
surveys that it may have undertaken. 

5. Without prejudice to checks carried out in connection with the Plan, DA-BFAR may 
conduct official random checks at any point in: 

(a) the manufacture and distribution of substances included in Group A in Chapter 
VI, Section 5.13; 

(b) the animal feed production and distribution chain; 

(c) the production chain of FA products. 

These checks must be conducted with a view to detecting the possession or presence in 
any establishment of prohibited substances intended to be administered, illegally, to FA 
animals. 

6. If fraud is suspected, and a positive result obtained from any checks, DA-BFAR shall: 

(a) obtain all the information required to identify the source of the FA product; 

(b) determine the reasons for the presence of the residues; 

(b) in the case of illegal treatment, investigate the source of the substance 
concerned; 

(c) carry out any further investigations which it considers necessary. 

7. If the presence of a prohibited substance is proven, DA-BFAR must ensure that the 
FA product is not exported. 

Article 18 
National Enforcement Control Information 

1. DA-BFAR shall provide the EC with accurate, up-to-date information on the 
organisation and management of national sanitary control systems, as outlined in 
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Chapter VII of the Code of Practice, and in particular those relevant to FA products 
intended for export to the EU, including: 

(a) adopted and/or proposed sanitary or phytosanitary legislation; 

(b) control and inspection procedures, production and quarantine treatment, 
pesticide approval processes and residue tolerances, and food additive approval 
procedures; 

(C) risk-assessment procedures, factors taken into consideration, and the 
determination of the appropriate level of sanitary or phytosanitary protection; 

(d) where appropriate, follow-up action taken in response to recommendations made 
following EC FVO controls carried out in the Philippines. 

2. The information referred to in paragraph 1 may also relate to: 

(a) results of the national controls carried out on goods intended to be exported to 
the EU; 

(b) important changes which have been made to the structure and functioning of the 
relevant control systems, in particular to meet EU requirements or recommendations. 

Article 19 
Contingency Plans for Fishery and Aquatic Products 

1. DA.-BFAR shall draw up operational contingency plans setting out measures to be 
implemented without delay when FA products are found to pose a serious health risk to 
humans or aquatic animals. 

2. These contingency plans shall specify: 

(a) the administrative authorities to be engaged; 

(b) their powers and responsibilities; and 

(c) channels and procedures for sharing information between the relevant parties. 

3. DA-BFAR shall review these contingency plans as appropriate, particularly in the light 
of any changes in the organization of DA-.BFAR and experience, including that gained 
from simulation exercises. 

4. Where necessary, implementing Orders may be adopted to establish coherent rules 
for the authorities responsible for operating contingency plans and any specific actions 
that FABO shall be required to take. 

5. DA-BFAR shall disseminate the mechanics of the contingency plan as widely as 
possible among stakeholders, including primary producers, through an appropriate and 
easily-understood operation manual which can immediately be applied as guidelines in 
the event of any crisis situation. 
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Article 20 
Actions in the Event of Non-compliance 

1. If an inspection by DA-BFAR indicates evidence of non-compliance with this Order, 
DA-BFAR shall take any of the actions specified in Paragraph 2, taking into account of 
the nature of the non-compliance and the FABO's past record of non-compliance. 

2. Such action may include, where appropriate, the following measures to: 

(a) 	ensure compliance with relevant legal requirements by such sanitation 
procedures or corrective action deemed necessary to ensure the safety of FA 
products, such as: 

(i) treatment or processing, including decontamination, where appropriate, but 
excluding dilution, to bring the FA products into compliance with the requirements 
of EU law: or 

(ii) appropriate permitted treatment or processing to bring the FA products into 
compliance with the requirements of RP or a non-EU country: in which case, 
steps must be taken to ensure that the products are not exported, directly or 
indirectly, to the EU: 

(iii) processing in any suitable manner for purposes other than animal or human 
consumption. 

Pending further treatment or processing, or confirmation of the reasons for rejection, 
DA-BFAR shall place consignments under official detention. 

DA-BFAR shall ensure that treatment or processing takes place in establishments 
under its control, or under the control of another designated control body. 

(b) restrict or prohibit the export to the EU of FA products by the FABO concerned: 

(c) monitor or, if necessary, order the recall, withdrawal and/or destruction of the FA 
products: 

(d) authorize the use of the products for purposes other than those originally 
intended: 

(e) withdraw approval of the establishment in accordance with Article 8.5: 

(f) institute any other measure it considers necessary, including criminal proceedings 
if applicable. 

3. DA-BFAR shall, as soon as reasonably practicable, provide FABO or the latter's 
representative, with: 

(a) written notification of the action to be taken: 

(b) the reasons for the decision: and 
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(C) information on rights of appeal, the applicable procedures and time limits. 

Article 21 
Amendment of this Order and the Code of Practice 

1. This Order and the Implementing Code of Practice may be amended or supplemented 
by such other standards, practices and requirements that may be developed by DA-
BFAR, acting on its own initiative, or to incorporate those of relevant government 
agencies or international bodies; such changes shall be adopted and promulgated by 
DA-BFAR through legally-binding amendments or supplementary issuances. 

In particular, the Chapters of the Implementing Code of Practice may be amended to 
take into account changes that may be specified by the EU as a result of scientific and 
technical developments. 

2. DA-BFAR shall ensure that FABO exporting FA products are made aware of, and 
comply with, the EU requirements from time to time in force and, in particular, revisions 
to those set out in Article 3.3 of Fisheries Administrative Order No. W,  , Series of 
2008, "Rules and Regulations Governing the Export of Fish and Aquatic Products to the 
European Union", and: 

(a) additional health standards or checks that may have been introduced by the EU; 

(b) freshness criteria and limits with regard to histamine and total volatile nitrogen; 

(C) health standards and processing requirements for live bivalve molluscs, including: 

(i) limit values and testing methods for biotoxins; 

(ii) virus testing procedures and virological standards; 

(iii) sampling plans, methods and analytical tolerances to be applied during 
compliance checks; 

(iv) treatments that may be applied in a processing establishment to live bivalve 
molluscs from class B or C production areas that have not been submitted to 
purification or relaying; and 

(v) requirements of Article 10 of this Order relevant to harvesting and export of 
live bivalve molluscs. 

Article 22 
Penal and Other Provisions 

1. Penalties - (a) The Local Government Unit (LGU) concerned shall by appropriate 
ordinance, penalize fraudulent practices and unlawful possession or use 
of instruments of weights and measures in violation of Section 62 of R.A. 
8550. 

(b) For violation of Section 100 (e) of R.A. 8550 - any importation or 
exportation of fish and fisheries species shall be punished by eight (8) 
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years of imprisonment, a fine of eighty thousand pesos (P80,000.00) and 
destruction of live fishery species or forfeiture on non-live fishery species 
in favour of DA-BFAR for its proper disposition: Provided, that the violator 
of this provision shall be banned from being members or stockholders of 
companies to be created in the future, use guidelines for which shall be 
promulgated by DA-BFAR. 

2. Revocation - Except that, without prejudice to the safety of any live bivalve molluscs 
supplied for export to the ELI, the specific provisions of any Articles of this Order and 
Chapter IV of the Implementing Code of Practice related to the classification of 
harvesting areas for live bivalve molluscs shall come into effect not later than the 1s'  

January, 2009. 

3. Separability Clause - Any provisions in previous orders, rules and regulations 
inconsistent with the provisions of this Order as they apply to exports to the EU are 
revoked and superseded accordingly. 

4. Effectivity - The order shall take effect t fifteen (15) days after its publication in the 
Official Gazette and/or in two (2) newspapersof general circulation and fifteen (15) days 
after its registration with the Office of the National Administrative Register. 

Issued this )&M day of 	1 2008 in Quezon City. 
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CODE OF PRACTICE 

Pursuant to Fisheries Administrative Order No. 2 2 g, Series of 2008: 

"RULES AND REGULATIONS GOVERNING THE ORGANIZATION AND 

IMPLEMENTATION OF OFFICIAL CONTROLS ON FISHERY AND AQUATIC 

PRODUCTS INTENDED FOR EXPORT TO THE EU MARKET FOR HUMAN 

CONSUMPTION" 

Sec. 1. Title - This Code shall be known as "The Code of Good Practice for the 
Organisation and Implementation of Official Controls for the Export of Fish and 
Aquatic Products from the Philippines to the European Union, 2008". 

Rule 1.1 Purpose - This Code is promulgated to prescribe the procedures and 
guidelines for the implementation of the Fisheries Administrative Order No 2Z9 
Series of 2008, to facilitate compliance therewith and achieve the objectives thereof. 

Sec. 2. Declaration of Policy - It is the declared policy of DA-BFAR to ensure that: 

Rule 2.1. All Philippine businesses producing FA products, including shellfish, for 
export to the EU shall meet the additional and specific hygiene rules imposed by EU 
for these products; 

Rule 2.2. Procedures based on the Codex HACCP principles, together with the 
application of good hygiene practices shall be implemented at all stages of the 
supply and production chain, in line with national and EU requirements; 

Rule 2.3. Official Controls on businesses and their products shall be performed in 
accordance with internationally-recognized criteria and follow procedures that ensure 
that inspections are carried out uniformly, are of a consistent high quality and can 
demonstrate that products supplied meet equivalent levels of safety to those 
demanded by the EU; 

Rule 2.4. All information required by the EU authorities, the provision of which is an 
ongoing condition of their approval of the Philippines and individual FA businesses 
as exporters to the EU, shall be made available in an appropriate and timely manner; 

Rule 2.5. All sanitary/health certificates attesting to the safety of fishery and aquatic 
products manufactured in the Philippines for export to the EU market shall be issued 
only by the BFAR. 

Sec.3. Application of its Provisions - The provisions of this Code shall be 
enforced in all fishery and aquatic products businesses and establishments, 
including aquaculture and freezer and factory vessels, whether private or public. 

Rule 3.1. Jurisdiction - The Department of Agriculture, through the Bureau of 
Fisheries and Aquatic Resources (DA-BFAR), in co-operation with concerned 
national agencies, shall have the responsibility and jurisdiction in the application of 
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these rules and the inspection of all fisheries and aquatic businesses to which they 
apply. However, DA-BFAR may coordinate with other government agencies to which 
specified Official Control responsibilities have been delegated under the terms of 
Article 4 of Fisheries Administrative Order No 2.2 9 , Series 2008, "Rules governing 
the organization and implementation of official controls on fishery and aquatic 
products intended for export to the EU market for human consumption". 

Sec. 4. Definition of Terms - As used in this Code, but without prejudice to their 
use in the Fisheries Administrative Orders listed in Article 1.4, the following 
definitions shall apply: 

Rule 4.1. Terms and phrases 

Accreditation - Third-party attestation related to a conformity assessment body 
conveying formal demonstration of its competence to carry out specific conformity 
assessment tasks; 

Approval - procedure wherein DA-BFAR formally recognises an establishment as 
meeting the requirements of this Order and being competent to carry out the required 
HACCP program; 

Approval Number - a number assigned to a fishery establishment by DA-BFAR 
certifying its compliance with the requirements of this Order; 

Audit - a systematic and independent examination to determine whether activities and 
related results comply with planned arrangements and whether these arrangements are 
implemented effectively and are suitable to achieve objectives; 

Authorised Officer - persons duly authorized in writing by DA-BFAR to enforce this 
Order and other fishery laws, Orders, rules and regulations; synonymous with Control 
Officer 

Aquaculture - fishery operations involving all forms of breeding, raising and farming of 
fish and other fishery species in fresh, brackish and marine water areas, by means of 
hatcheries, cages, pens, ponds and similar operations as defined in FAO No 214, Series 
2001; aquaculture products shall be construed accordingly; freshwater aquaculture 
is carried out in water with a salinity below 0.5 %o; 

Bivalve molluscs - filter-feeding lamellibranch molluscs, such as oysters, mussels, 
clams and scallops; 

Certification - Third-party attestation related to products, processes, systems or 
persons; 

Control body - an independent third party to which DA-BFAR has formally delegated 
certain specified control tasks; 

Critical Control Point (CCP) - a step in the production and processing chain where 
activities are carried out, or conditions prevail which can influence the safety of the 
product, and where control can be exercised over one or more factors to prevent or 
eliminate the hazard or reduce it to an acceptable level; 
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Equivalence - the capability of different systems or measures to meet the same 
objectives; and "equivalent" means different systems or measures capable of meeting 
the same objectives; 

Establishment - any unit of a food business comprising the site, buildings and other 
structures, but excluding those such as administrative offices where food is not handled 
and those where food handlers do not enter; 

European Union (EU) - one or more of the EU territories listed in Chapter VIII; for the 
purposes of this Order and Implementing Code of Practice, the term is synonymous with 
European Community; 

Export - commercial despatch of fishery and aquatic products to the EU, whether or not 
for profit; 

Fish - includes all fish and other aquatic species such as crustaceans (crabs, prawns, 
shrimps and lobsters), cephalopods (squid, cuttlefish and octopus), molluscs (clams, 
mussels, scallops, oysters,) and gastropods (snails); 

Fishery and Aquatic Products (hereafter, FA products) - products of aquatic animals 
or parts thereof, including finfish and all crustaceans, molluscs, echinoderms and other 
aquatic products, seawater and freshwater animals, in whatever form whether fresh, 
chilled, frozen or processed, including fish oils, squalene and blubbers intended for 
human consumption; 

Fishery / Aquatic Products Business - any public or private business engaged in 
commercial activities related to any stage of production, processing and distribution of 
FA products for export to the EU; 

Fishery/ Aquatic Products Business Operators ('FABO) - the natural or legal entity, 
such as individuals, associations, partnerships, cooperatives or corporations, 
responsible for ensuring that requirements of food law are met within the food business 
under their direct control, and the management within the establishment to whom such 
responsibility has been delegated; 

Fishery Establishments - any premises, facility or unit of a food business where fish 
and FA products are handled, prepared and/or processed, packaged or stored, including 
fish ponds, hatcheries, ice plant, landing sites/ports, auction/wholesale markets; 
synonymous with Fish Processing Establishment; 

HACCP - preventive quality management system, defined by Codex Alimentarius, that 
identifies, evaluates and controls hazards that are significant to the safety of a specific 
product; (Hazard Analysis and Critical Control Points system); 

HACCP Plan - a company's written document defining the formal procedures to be 
followed in accordance with the seven Codex HACCP principles; 

Identification Mark - a mark applied to the wrapping or packaging of FA products by 
FABO to indicate that the establishment in which the products have been produced has 
been approved by Official Controls carried out in accordance with this Order; 
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Inspection - examination of establishments of animals, including fish, and food, and the 
processing thereof, and of food businesses, their management and production systems, 
including documents, finished product testing and feeding practices, and of the origin 
and destination of production inputs and outputs, in order to verify compliance with 
applicable legal requirements; "farm inspection" and "plant inspection" shall be construed 
accordingly; 

Monitoring - conducting a planned sequence of observations or measurements with a 
view to obtaining an overview of the state of compliance with feed or food law, and fish 
health rules; 

Non-compliance - failure to meet the requirements of any feed or food law, and the 
rules for the protection of human and fish health; 

Official Certification - procedure by which DA-BFAR or a designated control body 
provides written, electronic or equivalent assurance concerning compliance with food 
law or food safety requirements; 

Official Control - any form of control that DA-BFAR or a designated control body 
performs to verify compliance with food law or food safety requirements, including those 
for aquatic animal health; 

Official Detention - procedure by which DA-BFAR ensures that FA products are not 
moved or tampered with pending a decision on their destination; it includes storage by 
FABO in accordance with instructions from DA-BFAR; 

Potable water - water meeting the minimum requirements laid down in the EU Council 
Directive 98/83/EC of 3 November 1998 on the quality of water intended for human 
consumption, as set out in Chapter Xl of this Administrative Order; 

Residue Monitoring Plan - the national plan setting out an annual schedule for 
monitoring the groups of residues and substances required by EU legislation, in 
particular to meet the requirements of Directive 96/23/EC and Annex I thereto, as set out 
in Chapter VI of this Code of Practice; 

Sampling for Analysis - taking feed or food or any other substances at random 
(including from the environment) relevant to the production, processing and distribution 
of feed or food or to the health of animals, in order to verify through analysis compliance 
with feed or food law or animal health rules; 

Surveillance -. a careful observation of one or more aquatic feed or FA businesses, their 
operators and their activities; 

Verification - checking, through examination and the provision of objective evidence, 
whether specified requirements have been fulfilled. 

Rule 4.2. The terms 'where necessary', 'where appropriate', 'adequate' and 
'sufficient' shall mean, respectively, where necessary, where appropriate, adequate or 
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sufficient to achieve the objectives of the Fisheries Administrative Order No 
2007, and this Code of Practice. 

Rule 4.3. For the purpose of this Order, the following acronyms shall apply: 

CA 	Competent Authority 

CEN 	Commission on European Norms 

DA 	Department of Agriculture 

DA-BFAR 	Bureau of Fisheries and Aquatic Resources 

EC 	European Commission 

EN 	 European Norm [Standard] 

EU 	 European Union (more correctly referred to as European 

Community) 

FABO 	Fishery and Aquatic products Business Operators 

FVO 	Food and Veterinary Office of the European Commission (DO 

SANCO) 

GAqP 	Good Aquaculture Practices 

GMP 	Good Manufacturing Practices 

GHP 	Good Hygiene Practices 

IEC International Electrotechnical Commission 

ISO International Standards Organization 

IUPAC International Union of Pure and Applied Chemistry 

HACCP Hazard Analysis Critical Control Point 

RA Republic Act 

SPS Sanitary and Phytosanitary 

TMA-N Trimethylamine - Nitrogen 

TVB-N Total Volatile Base -Nitrogen 

WTO World Trade Organization 
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CHAPTER I 

SECTION I: SUBJECT MATTER FOR THE TRAINING OF STAFF PERFORMING 
OFFICIAL CONTROLS 

1. Different control techniques, such as auditing, sampling and inspection. 

2. Control procedures required to implement these control techniques. 

3. Relevant aqua-feed and food law, particularly legislation related to food and feed 
safety, but also including that related to fish and aquatic animal diseases and their 
prevention. 

4. Assessment of non-compliance with aqua-feed and food law. 

5. Industrial and artisanal techniques involved in the various stages of production, 
processing and distribution, 

6. Potential hazards and risks for human health and, where appropriate, fish and aquatic 
animal health and the environment that may arise during aquatic animal feed and food 
production. 

7. The principle of HACCP procedures and evaluation of their application. 

8. Management systems such as quality assurance programmes operated by feed and 
food businesses and assessment of these as necessary to ensure the business and its 
products meet legal requirements. 

9. Examination of documentary material and other records, including those related to 
proficiency testing, accreditation and risk assessment, which may be relevant to the 
assessment of compliance with relevant feed or food law; this may include financial and 
commercial aspects. 

10. Official certification systems and requirements. 

11. Contingency arrangements for emergencies. 

12. Legal proceedings, implications and consequences of Official Controls. 

13. Any other area, including aquatic animal health and welfare, necessary to ensure 
that Official Controls are carried out in accordance with this Order. 

14. Personal behaviour and administrative concerns. 

SECTION II: SUBJECT AREAS FOR CONTROL PROCEDURES 

1. A clear understanding of the objectives to be achieved by Official Controls. 

2. The organisation of, and relationships between, the central and regional Competent 
Authorities: 
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(a) the relationship between BEAR and BFAR-recognized laboratories and other 
Control Bodies to which BEAR may have delegated tasks related to Official Controls; 

(b) tasks, responsibilities and duties of staff of BFAR and any laboratories and 
Control Bodies that have been officially recognised under this Order; 

(c) co-operation with other services or departments that may have relevant 
responsibilities. 

3. Sampling procedures, control methods and techniques, interpretation of results based 
on national and international criteria and consequent decisions. 

4. Verification of the appropriateness of methods of sampling, methods of analysis and 
detection tests. 

5. Monitoring and surveillance programmes. 

6. Action to be taken following Official Controls. 

7. Any other activity or information required for the effective functioning of Official 
Controls. 
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CHAPTER II 

CHARACTERIZATION OF METHODS OF ANALYSIS 

1 Methods of analysis should be characterized by the following criteria: 

(a) accuracy; 

(b) applicability (matrix and concentration range); 

(c) limit of detection; 

(d) limit of quantification; 

(e) precision; 

(f) repeatability; 

(g) reproducibility; 

(h) recovery; 

(i) selectivity; 

(j) sensitivity; 

(k) linearity; 

(I) measurement uncertainty; 

(m) other criteria that may be selected as required. 

2. The precision values referred to in 1(e) shall either be obtained from a collaborative 
trial which has been conducted in accordance with an internationally-recognised protocol 
on collaborative trials (e.g. ISO 5725:1994 or the IUPAC International Harmonised 
Protocol) or, where performance criteria for analytical methods have been established, 
be based on criteria compliance tests. 

3. The repeatability and reproducibility values shall be expressed in an internationally-
recognised form (e.g. the 95% confidence intervals as defined by ISO 5725:1994 or 
IUPAC). The results from the collaborative trial shall be published or freely available. 

4. Methods of analysis which have been validated as specifically applicable to fishery 
products should be given preference over methods which are of more general 
application to wider groups of commodities. 

5. Where methods of analysis can only be validated within a single laboratory, they 
should be validated in accordance with IUPAC Harmonised Guidelines, or where 
performance criteria for analytical methods have been established, be based on criteria 
compliance tests. 
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6. Methods of analysis adopted under this Order should be edited in the standard layout 
for methods of analysis recommended by the ISO. 
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CHAPTER III 

FISHERY and AQUATIC PRODUCTS 

SECTION I: OFFICIAL CONTROLS OF PRODUCTION AND EXPORT TO THE EU 
MARKET 

1. Official Controls on the production and placing on the market of FA products for export 
to the EU shall include, in particular, a regular check on the hygiene conditions of: 

(a) landing and first sale, 

(b) all relevant stages, including aquafarms, vessels and establishments on land, 
such as landing facilities, auction and wholesale markets, production, manufacture, 
handling, storage and dispatch, to check- 

(i) where appropriate, whether the conditions for approval are still fulfilled; 

(ii) whether the FA products are handled correctly; 

(iii) compliance with hygiene and temperature requirements; 

(iv) the maintenance and cleanliness of establishments, including vessels, 
aquafarms, and their facilities and equipment; 

(v) storage and transport conditions; and 

(vi) staff hygiene. 

2. Official Controls shall take into account: 

(I) results and reports from EC FVO inspections carried out in the Philippines and, in 
particular, any recommendations addressed to DA-BFAR and/or actions that FABO 
may have been required to take; 

(ii) results from actions or analyses that the FABO may be obliged to take arising 
from the existence and implementation of the National Residue Control programme. 

3. Official Controls on FA products shall include the following activities: 

(a) examination of the control systems that FABO have in place and the results 
obtained; 

(b) inspection of: 

(i) installations and ancillary operations of primary producers, including their 
surroundings, premises, offices, equipment, machinery and transport; 

(ii) raw materials, ingredients, additives, processing aids and other products used 
for the preparation and production of FA products; 
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(iii) semi-finished products; 

(iv) materials and articles intended, likely or reasonably expected to come into 
contact with food; 

(v) cleaning and maintenance products and processes, and pesticides; 

(vi) labelling, presentation and advertising; 

(c) checks on the hygiene conditions in FABO; 

(d) assessment of procedures based on GAqP, GHP, GMP and HACCP, taking into 
account, as appropriate, Guides to Good Practice established by DA-BFAR and 
other relevant parties; 

(e) examination of documentation and records relevant to the assessment of 
compliance with food safety requirements; 

(f) interviews with FABO and their staff; 

(g) reading of values recorded by FABO and verification of these using DA-BFAR's 
own instruments; 

(h) any other activity required to ensure that the objectives of this Order are met. 

4. Audits of GHP shall verify that FABO apply procedures continuously and effectively, 
concerning at least the following: 

(a) checks on food-chain information; 

(b) design and maintenance of premises and equipment; 

(c) pre-operational, operational and post-operational hygiene; 

(d) personnel hygiene; 

(e) training in hygiene and in work procedures; 

(f) pest control: 

(g) water and ice quality; 

(h) temperature control; 

(i) controls on food entering I leaving the establishment and any accompanying 
documentation; and 

(j) waste management. 
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5. Audits of HACCP-based procedures must verify that FABO apply such procedures 
continuously and effectively and shall, in particular, determine whether the procedures 
guarantee, as far as possible, that FA products meet the following requirements: 

(a) microbiological criteria specified under the EU legislation from time to time in 
force, as described in Section ll.E of this Chapter; 

(b) criteria on residues, contaminants and prohibited substances specified under the 
EU legislation from time to time in force; 

(c) do not contain physical hazards, such as foreign bodies or other matter: 

(d) do not come from toxic species; 

(e) FA products accepted onto the premises: 

(i) are supplied only from establishments that are EU-approved: 

(ii) are properly identified; 

(iii) are accompanied by the relevant traceability information to identify their origin 
and/or catchment area and sales/trade history; 

(iv) do not come from a holding or an area subject to a movement prohibition or 
other restriction for reasons of animal or public health, except when the 
competent authority so permits; 

(v) are clean and hygienic, as far as FABO operator can judge. 

When FABO uses procedures set out in Guides to the application of HACCP principles, 
rather than establishing his own specific procedures, the audit shall cover the correct 
use of these Guides. 

SECTION II: OFFICIAL CONTROLS OF FISHERY AND AQUATIC PRODUCTS 

Official Controls of FA products must verify at least the following, according to the nature 
of the product or the species. 

A. ORGANOLEPTIC EXAM/NATIONS 

Random organoleptic checks must be carried out at all stages of production, processing 
and distribution to verify compliance with the freshness criteria established in 
accordance with relevant EU legislation. 

B. FRESHNESS INDICATORS 

When the organoleptic examination raises doubt as to the freshness of FA products, 
samples must be taken and total volatile basic nitrogen (TVB-N) and trimethylamine 
nitrogen (TMA-N) levels determined. 
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DA-BFAR shall use criteria in relevant EU legislation, or internationally-accepted criteria, 
to ensure that unprocessed FA products are not exported if chemical checks show that 
the TVB-N limits are exceeded (expressed as mg of nitrogen per bOg flesh) 

Chapter X describes in detail the methodology to be used by DA-BFAR to analyse for 
TVB-N. 

When the organoleptic examination gives cause to suspect the presence of other 
conditions which may affect human health, appropriate samples are to be taken for 
verification purposes. 

C. HISTAMINE 

Random testing for histamine must be carried out to verify compliance with maximum 
levels specified in EU legislation, determined using internationally accepted criteria. In 
particular, Official Controls must verify that the levels are not exceeded in products from 
species associated with a high level of histamine, particularly those of the families: 
Scombridae, Clupeidae, Engra ulidae, Coryfenidae, Pomafomidae, Carangidae, 
Scombresosidae: 

(i) when subjected to enzyme maturation in brine: m = 200 mg/kg; M = 400 mg/kg 

(ii) all other cases: m = 100 mg/kg; M = 200 mg/kg 

in each case, based on a sampling plan n = 9; c = 2. 

These limits apply throughout the life of the product; a suitable margin should be 
required at the time of export. 

D. RESIDUES AND CONTAMINANTS 

Monitoring arrangements must be set up to control the levels of residues and 
contaminants in accordance with relevant legislation and using internationally accepted 
criteria. 

E. MICROBIOLOGICAL CHECKS 

Where necessary, microbiological checks are to be performed in accordance with the 
relevant rules and criteria laid down under relevant legislation and using internationally 
accepted criteria. FA products must meet the following EU microbiological criteria: 

(i) Cooked crustaceans and molluscs: 

Salmonella: absent in 25g, based on n = 5; c = 0 

(ii) Live bivalve molluscs and live echinoderms, tunicates and gastropods: 

Salmonella: absent in 25g, based on n = 5; c = 0 

1  Regulation (EC) No 207312005 of 15 Nov 2005 on microbiological criteria for foodstuffs: OJ L 338, p  11  22 
Dec 2005 
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E. co/i: 230 MPN/100g of flesh and intra-valvular liquid, based on n = 1, c = 0 

F. PARASITES 

Random testing must take place to ensure FA products containing visible parasites are 
not exported. In particular, Official Controls shall verify effective application of the 
procedure in Chapter III, Section II, Part IV of 'The Code of GMP for Business Operators 
Exporting Fish and Aquatic Products from the Philippines to the European Union, 2008", 
implementing Fisheries AO No. '2.1-1 , Series of 2008. 

G. POISONOUS FISHERY PRODUCTS 

Official Controls shall include checks to ensure that: 

1. Products derived from poisonous fish of the following families are not exported to 
the EU: Tetraodontidae, Molidae, Diodontidae and Canfhigasferidae. 

2. Fresh, prepared and processed FA products derived from Gempylidae, in 
particular Ruvettus pretiosus and Lepidocybium flavobrunneum, intended for the EU 
market must be wrapped and/or packaged and labelled with appropriate consumer 
information on preparation/cooking methods and the risk related to the presence of 
substances with adverse gastrointestinal effects. The scientific name must 
accompany the common name on the label. 

3. Fish products containing biotoxins such as ciguatoxin or muscle-paralysing toxins 
are not exported to the EU. 

4. However, live bivalve molluscs, echinoderms, tunicates and marine gastropods 
may be exported to the EU if they have been produced in accordance with this Order 
and Fisheries AO No. '227 , 2008 ('Rules and regulations governing the export of 
fish and aquatic products to EU member countries") and their respective 
implementing Codes of Practice. They must, in particular, comply with Chapter IV of 
each, and meet the criteria set in Section V.3 of that Chapter. 

The analytical methods to be used by BFAR and, where appropriate, by FABO, to 
check compliance with the limits laid down in Chapter IV, Section V.3 of the 
Implementing Code of Practice for Fisheries AO No. 121 , 2008 are defined in 
Chapter XI. 

SECTION III: OFFICIAL CONTROLS OF VESSELS 

1. Official Controls of vessels flying the Philippine flag. landing fishery products at ports 
in the EU, may be carried out when the vessels call at an EU port. 

2. Official Controls of vessels flying an EU Member State flag may, if necessary, be 
carried out by DA-BFAR when it is in a port in the Philippines. 
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3. When a vessel flying an EU Member State flag has been granted conditional approval 
by that Member State, it may authorize DA-BFAR to carry out a follow-up inspection with 
a view to granting full approval or prolonging conditional approval. DA-BFAR may 
inspect the vessel while it is at sea or when it is in a port. 

4. The CA of an EU Member State may authorize DA-BFAR to carry out inspections on 
its behalf. The two CAs must agree on the conditions governing such inspections to 
ensure that the EU Member State CA receives reports on the results of inspections and 
on any suspected non-compliance without delay. 

SECTION IV: DECISIONS AFTER CONTROLS 

Fishery and aquatic products must not be exported if: 

1. organoleptic, chemical, physical or microbiological checks or checks for parasites 
show that they do not comply with EU requirements or, where these do not exist, 
internationally-accepted criteria; 

2. they contain in their edible parts contaminants or residues in excess of EU limits or 
at levels where the calculated dietary intake would exceed the acceptable daily or 
weekly intake for humans; 

3. they are derived from: 

(i) poisonous fish; 

(ii) fishery products not complying with the requirement of Section II, Part G of 
this Chapter concerning biotoxins; or 

4. the CA considers that the products may constitute a risk to public or aquatic 
animal health or are for any other reason not suitable for human consumption. 
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CHAPTER IV 

LIVE BIVALVE MOLLUSCS 

This Chapter applies to live bivalve molluscs, as defined below, intended for export to 
the EU. 

DEFINITIONS 

The following terms and phrases shall apply and have legal effect as if they were integral 
to this Order: 

Conditioning - the storage of live bivalve molluscs coming from class A production 
areas, purification centres or dispatch centres in tanks or any other installation 
containing clean seawater, or in natural sites, to remove sand, mud or slime, to preserve 
or to improve organoleptic qualities and to ensure that they are in a good state of vitality 
before wrapping or packaging. 

Dispatch centre - any on-shore or off-shore establishment for the reception, 
conditioning, washing, cleaning, grading, wrapping and packaging of live bivalve 
molluscs fit for human consumption. 

Gatherer - any natural or legal person who collects live bivalve molluscs by any means 
from a harvesting area for the purpose of handling and placing on the market. 

Live bivalve molluscs - unless otherwise stated, includes live echinoderms, tunicates 
and marine gastropods. 

Marine biotoxins - poisonous substances accumulated by bivalve molluscs, in 
particular, as a result of feeding on plankton containing toxins. 

Pectinidae - member of a family of over 30 genera of bivalves, which may swim by 
expelling water from their shell in a series of snapping motions (such as the genus 
Aequipecten and Pecten, e.g. scallops) or may be attached to a substrate (such as 
Chiamys). 

Production area - any sea, estuarine or lagoon area, containing either natural beds of 
bivalve molluscs or sites used for the cultivation of bivalve molluscs, and from which live 
bivalve molluscs are taken. 

Purification centre - an establishment with tanks fed by clean seawater in which live 
bivalve molluscs are placed for the time necessary to reduce contamination to make 
them fit for human consumption. 

Relaying - the transfer of live bivalve molluscs to sea, lagoon or estuarine areas for the 
time necessary to reduce contamination to make them fit for human consumption. This 
does not include the specific operation of transferring bivalve molluscs to areas more 
suitable for further growth or fattening. 
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Relaying area - sea, estuarine or lagoon area with boundaries clearly marked and 
indicated by buoys, posts or any other fixed means, and used exclusively for the natural 
purification of live bivalve molluscs. 

Self-cleaning - soaking live shellfish in clean seawater for 12 hours or more to remove 
dirt, mud and sand. 

SECTION I: OFFICIAL CONTROLS ON THE PRODUCTION AND EXPORT OF LIVE 
BIVALVE MOLLUSCS TO THE EU MARKET 

PARTA. CLASSIFICATION OF PRODUCTION AND RELAYING AREAS 

1. DA-BFAR must fix the location and boundaries of production and relaying areas that it 
classifies. It may, where appropriate, do so in cooperation with FABO. 

2. DA-BFAR must classify production areas from which it authorises harvesting of live 
bivalve molluscs according to the level of faecal contamination. It may, where 
appropriate, do so in cooperation with FABO: 

(a) Class A - areas from which live bivalve molluscs may be collected for direct 
human consumption. Live bivalve molluscs from these areas must meet the health 
standards laid down in Chapter IV, Section V of the Implementing Code of Practice 
for Fisheries AO No -22.7, 2008, ("Rules and regulations governing the export of 
fish and aquatic products to the EU"). 

(b) Class B - areas from which live bivalve molluscs may be collected and only made 
available for export after treatment in a purification centre or after relaying so as to 
meet the standards referred to in paragraph (a). Live bivalve molluscs from these 
areas must not exceed 4,600 E. co/i per 100 g of flesh and intra-valvular liquid.2  

(c) Class C - areas from which live bivalve molluscs may be collected and only 
placed on the market after relaying over a long period so as to meet the standards 
referred to in paragraph (a). Live bivalve molluscs from these areas must not exceed 
46,000 E. coli per 100 g of flesh and intra-valvular liquid. 

3. When DA-BFAR decides in principle to classify a production or relaying area, it must: 

(a) make an inventory of the sources of pollution of human or animal origin likely to 
be a source of contamination for the production area; 

(b) examine the quantities of organic pollutants which are released during the 
different periods of the year, according to the seasonal variations of both human and 
animal populations in the catchment area, rainfall readings, waste-water treatment, 
etc.; 

2  Reference method: five-tube, three dilutions MPN test (in ISO 16649-3). Alternative methods 
may be used if they are validated against this reference method in accordance with the criteria in 
EN/ISO 16140. 
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(C) determine the characteristics of the circulation of pollutants caused by current 
patterns, bathymetry and tidal cycles in the production area; and 

(d) establish a programme for sampling bivalve molluscs in the production area 
based on an examination of established data, and with a number, geographical 
distribution and frequency of samples that must ensure the results are as 
representative as possible for the area concerned. 

PART B. MONITORING OF CLASSIFIED RELAYING AND PRODUCTION AREAS 

1. Classified relaying and production areas must be periodically monitored to check: 

(a) there is no malpractice concerning the origin, provenance and destination of live 
bivalve molluscs; 

(b) the microbiological quality of live bivalve molluscs in relation to the production 
and relaying areas; 

(C) for the presence of toxin-producing plankton in production and relaying waters; 
and 

(d) for the presence of biotoxins and chemical contaminants in live bivalve molluscs. 

2. To implement paragraphs 1(b) - (d), sampling plans must be established requiring 
checks to be made at regular intervals, or on a case-by-case basis when harvesting is 
irregular, with a geographical distribution and frequency that ensures results are as 
representative as possible for the area concerned. 

3. Sampling plans to check the microbiological quality of live bivalve molluscs must take 
particular account of: 

(a) the likely variation in faecal contamination, and 

(b) the parameters referred to in paragraph 3 of Part A. 

4, Sampling plans to check for the presence of toxin-producing plankton in production 
and relaying waters and for biotoxins in live bivalve molluscs must take particular 
account of possible variations in the presence of plankton containing marine biotoxins. 
Regular sampling and testing must comprise: 

(a) sampling to detect changes in composition and distribution of plankton containing 
toxins. Results suggesting an accumulation of toxins in mollusc flesh must be 
followed by intensive sampling; 

(b) toxicity tests using those molluscs from the affected area most susceptible to 
contamination. 

5. The sampling frequency for toxin analysis in the molluscs should generally be weekly 
when harvesting is allowed. This may be reduced in specific areas, or for specific 
molluscs, if a risk assessment on toxins or phytoplankton occurrence suggests a very 
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low risk of toxic episodes. It must be increased if the assessment suggests that weekly 
sampling would not be sufficient. The risk assessment must be reviewed regularly. 

6. When knowledge of toxin accumulation rates is available for a group of species 
growing in the same area, a species with the highest rate may be used as an indicator 
species. If toxin levels in this species are below regulatory limits, all species may be 
harvested. However, when toxin levels in the indicator species exceed regulatory limits, 
other species may only be harvested if further analysis shows their toxin levels to be 
below the limits. 

7. Samples taken for the monitoring of plankton must be representative of the water 
column and provide information on the presence of toxic species and population trends. 
If changes in toxic populations that may lead to toxin accumulation are detected, the 
sampling frequency of molluscs is to be increased or the areas are to be closed as a 
precautionary measure until results of toxin analysis are obtained. 

8. Sampling plans to determine chemical contaminants must enable the detection of any 
that exceed the levels laid down in the EU legislation from time to time in force. 

PART C. DECISIONS AFTER MONITORING 

1 Where results of sampling show that health standards for molluscs are exceeded, or 
there may otherwise be a risk to human health, DA-BFAR must preventing the 
harvesting of live bivalve molluscs for export to the EU. However, DA-BFAR may 
reclassify a production area as Class B or C if it meets the relevant criteria set out in Part 
A and presents no other risk to human health. 

2. DA-BFAR may re-open a closed production area for the harvesting of molluscs for 
export to the EU only when health standards for molluscs again meet EU requirements. 
If DA-BFAR closes a production area because of the presence of plankton or excessive 
levels of toxins, at least two consecutive results below the regulatory limit, separated by 
least 48 hours, are necessary before it may be re-opened. 

However, DA-BFAR may re-open the area if results from a single sampling are below 
the regulatory limit where information on phytoplankton trends, robust data on the 
dynamic of the toxicity for a given area and recent data on decreasing trends of toxicity 
are available. 

PART D. ADDITIONAL MONITORING REQUIREMENTS 

1. DA-BFAR must monitor classified production areas from which it has forbidden or 
imposed special conditions on harvesting, to ensure that products harmful to human 
health are not exported to the EU. 

2. In addition to the monitoring of relaying and production zones referred to in paragraph 
1 of Part B, a control system must be set up comprising laboratory tests to verify that, at 
all stages of production, processing and distribution, the levels of marine biotoxins and 
contaminants do not exceed safety limits and that the microbiological quality of the 
molluscs does not constitute a hazard to human health. 
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PART E. RECORDING AND EXCHANGE OF INFORMATION 

1. DA-BFAR must establish and keep up to date a list of approved and classified 
production and relaying areas, with details of their location and boundaries. This list 
must be communicated to interested parties such as producers, gatherers and operators 
of purification centres and dispatch centres. 

2. DA-BFAR must immediately inform interested parties about any change of the 
location, boundaries or classification of a production area, or its closure, whether 
temporary or permanent. 

3. DA-BFAR must act promptly where the controls prescribed in this Chapter indicate 
that a production area must be closed or reclassified, or can be re-opened. 

PART F. FOOD BUSINESS OPERATORS' OWN CHECKS 

When deciding on the classification, opening or closure of production areas, DA-BFAR 
may take account of results of controls that FABO, or organisations representing them, 
have carried out. In this case, DA-BFAR must have designated the laboratory carrying 
out the analysis and, if necessary, sampling and analysis must have taken place in 
accordance with a protocol that DA-BFAR and FABO have agreed. 

SECTION II: OFFICIAL CONTROLS CONCERNING PECTINIDAE HARVESTED 
OUTSIDE CLASSIFIED PRODUCTION AREAS 

Official Controls on Pectinidae harvested outside classified production areas must be 
carried out in fish auctions, dispatch centres and processing establishments in order to 
verify compliance with the health standards for live bivalve molluscs laid down in 
Chapter IV, Section V of the Code of Practice for the Implementation of Administrative 
Order No 22-7, Series of 2008, and the specific requirements of Chapter IV, Section IX 
of that Code of Practice. 
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CHAPTER V 

REQUIREMENTS FOR CERTIFICATES ACCOMPANYING EXPORTS TO THE EU 

1. The designated representative of DA-BFAR shall issue a certificate to accompany 
each consignment of FA products destined for the EU. He/she shall sign the certificate 
and ensure that it bears the official stamp of DA-BFAR. 

This requirement applies to each sheet of the certificate if it consists of more than one 

In the case of factory vessels, DA-BFAR may authorise the captain or another ship's 
officer to sign the certificate. 

2. Certificates must be drawn up in the Philippine language and, at least, in the official 
language(s) of the EU Member State of destination and of the Member State in which 
the import inspection will take place, or be accompanied by a certified translation into 
such language(s). 

3. The original version of the certificate must accompany consignments on entry into the 
EU. 

4. Certificates must consist of: 

(a) a single sheet of paper; or 

(b) two or more pages that are part of an integrated and indivisible sheet of paper; or 

(c) a sequence of pages numbered so as to indicate that it is a particular page in a 
finite sequence (for example, 'page 2 of 4 pages'). 

5. Certificates must bear a unique identifying number. Where the certificate consists of a 
sequence of pages, each page must indicate this number. 

6. The certificate must be issued before the consignment to which it relates leaves the 
control of DA-BFAR. 

7. A model of the current certificate is given in EU Decision 2007/240. 
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CHAPTER VI 

REQUIREMENTS FOR A NATIONAL RESIDUE MONITORING PLAN 

SECTION 1: Background 

The EU has to assess whether the Philippine regulatory systems for the control of 
residues, authorisation of veterinary medicinal products etc., and the plan for their 
implementation, offer guarantees which are at least equivalent to those provided for by 
EU legislation. 

This is done before granting the country approval to export to the EU. Thereafter, it is not 
necessary to send the EC a detailed description of the regulatory systems every year; 
only relevant updates or changes need to be notified. 

Where the EC has accepted the principles of the regulatory system, it requires an annual 
indication of how the residue control plan has been implemented. This would normally 
include: 

(a) the (prospective) residue control plan; 

(b) details on the implementation and results of the previous year's residue control 
plan: 

(i) numbers of samples taken compared to the number planned; and 

(ii) the measures taken in the event of non-compliant ('positive') results. 

This Chapter sets out the features and information which the EC requires. 

SECTION 2: Legal Basis 

EU legislation (Directive 961231EC) requires 

(a) a centrally co-ordinated residue monitoring plan; 

(b) a description of the legislation governing the authorisation, distribution and use of 
veterinary medicinal products; 

(C) specified sampling levels and frequencies to be met. 

Further EU legislation (Directive 96/22/EC) prohibits the import of animals and animal 
products to which 

(a) stilbenes and thyrostats have been administered under any circumstances; or 

(b) certain steroids and beta-agonists have been administered as growth promoters. 

Where the use of hormones and beta-agonists for growth promotion is permitted, the 
residues control plan will only be approved if there is a 'split system' in place, which 
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guarantees that FA products for export to the EU have not been treated at any time 
during their rearing and farming. 

SECTION 3: The National Residue Monitoring Plan 

Only commodities currently being, or intended to be, exported to the EU need to be 
included in the plan, which must describe or specify, in particular: 

(a) legislation on the use of the substances listed in Section 5 and, in particular, 
provisions on their prohibition or authorization, distribution and placing on the market 
and the rules governing their permitted uses; for example, 

(i) rules on the use of veterinary medicines and pesticides (organophosphorus 
compounds and dual use substances), authorisation (and/or prohibition) 
procedures etc. 

(ii) in particular information on the authorisation/use/prohibition of hormones and 
beta-agonists for growth promotion; and, if authorised, 

(iii) details of 'split systems' for export products, such as specific requirements, 
advance approval and certification procedures, record keeping requirements, 
identification systems to distinguish fish / aquatic animals and FA products for 
export and national markets; 

(b) the structure and resources of DA-BFAR responsible for drawing up the residues 
control plan and co-ordinating the activities of all subordinate departments and 
control bodies playing a role in its execution; infrastructure of the relevant 
departments and the subordinate bodies (in particular, details of the type and size of 
the bodies involved in implementing the plans); 

(c) a list of approved laboratories for residues controls and their accreditation status, 
with details of their capacity for processing samples; 

(d) national tolerances for authorized substances where these may be additional to, 
or differ from those set under EU legislation; 

(e) a list of the substances to be detected, methods of analysis, standards for 
interpreting the findings and, in the case of the substances listed in Section 5, the 
number of samples to be taken, and reasons for this number; 

(f) the number of official samples to be taken in relation to the quantity of fish and 
aquatic species processed in preceding years, in accordance with the sampling 
levels and frequencies laid down in Section 4; 

(g) the rules governing the collection of official samples and, in particular, the details 
that must appear on such official samples; 

(h) the type of measures laid down in Philippine law that are to be taken by DA-
BFAR with regard to fish and/or FA products in which residues have been detected. 
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A number of documents and pro-forma tables have been developed to clarify the content 
and harmonise the format of the residue control plan. These are described in more detail 
in Section 7. 

SECTION 4: Sampling Levels and Frequency3  

Sampling levels and frequencies are laid down in EU legislation (Directive 96/23/EC and 
Decision 97/747/EC) and depend on the structure of the relevant industry. In the case of 
FA products from the Philippines, these are as follows: 

A. Finfish farming products 

A sample is one or more fish, according to the size of the fish in question and of the 
requirements of the analytical method. 

DA-BFAR must ensure the minimum sampling levels and frequencies given below, 
depending on the production of farmed fish (expressed in tonnes). 

The minimum number of samples to be collected each year must be at least 1 per 
100 tonnes of annual production. The compounds sought and the samples selected 
for analysis should be selected according to the likely use of these substances. Each 
sample can be analysed for detecting the presence of one or more substances within 
a substance group. 	The use of multi-residue analytical methods is to be 
encouraged. 

The samples should be allocated as follows: 

Group A: one third of the total samples. 

All the samples must be taken at farm level, on fish at all stages of farming4 , 

including fish which is ready to be placed on the market for 

Group B: two thirds of the total samples. 

The sampling should be carried out: 

(a) preferably at the farm, on fish ready to be placed on the market for 
consumption; 

(b) either at the processing plant, or at wholesale level, on fresh fish, on 
condition that tracing-back to the farm of origin, in the event of positive 
results, can be done. 

In all cases, samples taken at farm level should be taken from a minimum of 10 % of 
registered sites of production. 

B. Other aquatic products 

If DA-BFAR has reason to believe that veterinary medicine or chemicals are being 
applied to the other aquatic products, or when environmental contamination is 
suspected, then these species must be included in the sampling plan in proportion to 
their production as additional samples to those taken for finfish farming products. 

Description of the groups of substances is given in Section 5. 
For sea-farming, in which sampling conditions may be especially difficult, samples may be taken from feed 

in place of samples from fish 
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SECTION 5: Residues to be included in the Residue Control Plan. 

A. Explanation 
The residues are specified in Annex I to Directive 961231EC. The substance groups are 
classified in two main categories: Group A and Group B. 

Group A contains most of the substances which are prohibited from use in food 
producing animals in the EU and the Group is subdivided into 6 subgroups (Al-A6). 

Group B contains residues of many pharmacologically active substances which may 
be authorised for use in food producing animals in the EU. It also comprises 
organochiorine and organophosphate pesticides and heavy metals such as lead, 
cadmium and mercury. 

The specific requirements for monitoring Group A and Group B sub-groups in FA 
products are listed in Annex 11to Directive 96/23/EC. However, there is some (limited) 
flexibility. 

A. Group A substances are of greatest concern to the EU as their use is either 
entirely prohibited or firmly restricted. Consequently, compounds in Groups Al, A3, 
and A6, must be monitored in the FA products. Absence of testing could result in the 
Residue Plan not being approved and the Philippines being ineligible to export FA 
products. 

B. In addition, several other substances are banned from use in FA production in the 
EU which are not currently listed in Group A, for example malachite green and 
nitrofuran. Thus, Groups Bi and 133e must also be monitored. 

MRPLs have already been established for residues of several banned' substances 
including the nitrofurans and malachite green - as described in Section 6, below. 

If the use of such substances is authorised in Philippines, analytical and/or other control 
strategies to provide guarantees equivalent to those provided for by current EU 
legislation should be put in place. 

In respect of the Group B substances, Philippines should test for those substances 
which are likely to be used in FA production systems and justify the range of substances 
with a documented risk-based approach. Where it is decided not to test for 
substances/sub-groups listed in Group B, this must be justified and supported by 
appropriate documentary evidence, such as one or more of: 

(a) a register of authorised medicines (and chemical class) for use in each species of 
food producing animal; 

(b) historical residue monitoring data justifying the exclusion of specific substance 
groups; 

(c) toxicological data or, preferably, an assessment of the chemical risk of individual 
compounds, their use patterns in the FA sector, the likelihood of potentially harmful 

44 



residues occurring and the relative risk of consumers being exposed to such 

residues. 

N.B. If the Philippines implemented national measures fully equivalent to Directive 

96123/EC, in full, it would not be obliged to provide information on (A) and (B) above. 

However, the EU believes its strong stance on residues is justified under WTO rules and 
if the Philippines chose to follow the residue monitoring approach advocated by Codex, it 
would still be required to justify to the EU (on the basis of a risk analysis) the absence of 

monitoring of any Group B substances. 

B. Summary of requirements 

EU Residue Monitoring Requirements for FA Products 

Group A Requirement Comments 

Substances having anabolic effect Status 
and unauthorised substances 

Al Stilbenes, stilbene Essential 
derivatives, and their salts 
and esters 

A3 Steroids Essential 

A6 Compounds in Annex IV to Essential 

Regulation 2377/90 

Chioramphenicol Essential 

Nitrofurans Essential 

Nitroimidazoles Essential 

Group B Including unlicensed 

Veterinary drugs and 
substances which could be 

Contaminants 
used for veterinary purposes 

1 Antibacterial substances, Essential Based on authorisation and 
including sulphonamides, use in FA sector 
quinolones 

2a Anthelmintics Highly See footnote 
Desirable 

3a Organochlorine compounds Highly 
including PCBs Desirable 

3c Chemical elements Highly 
Desirable 

3d Mycotoxins Highly 
Desirable 

3e Dyes Essential Malachite green, 
leucomalachite green 
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Highly Desirable - Monitoring these groups is mandatory within the EU and imported 
products are likely to be checked. Ideally, Philippines should also monitor these groups. 
However, if they are not monitored, evidence must be provided to justify this decision. 

Antibacterial substances should be chosen on the basis of what is authorised and 
used in the FA production sector. Examples include beta-lactams, tetracyclines, 
sulphonamides, fluoroquinolones, ami nog lycosides, macrolides etc. 

The list of individual substances in this table is not exhaustive. If, on the basis of a risk 
assessment, Philippines wishes to test for additional substances, it may do so. 

SECTION 6: Maximum Residue Limits (MRLs) and action levels in food of animal 
origin. 

The EU has established MRLs for a wide range of pharmacologically active substances 
used in veterinary medicinal products, and for pesticides and environmental 
contaminants. 

The concept of the minimum required performance limit (MRPL) is applied to several 
substances that are expressly prohibited in FA production (e.g. chloramphenicol, 
nitrofurans), or not authorised (e.g. malachite green). The following MRPLs - defined as 
"minimum content of an analyte in a sample, which at least has to be detected and 
confirmed" - are the reference point for action in relation to the evaluation of FA 
products: 

Substance and/or metabolite 	MRPL in FA Products 	Reference 

Chloramphenicol 

Nitrofuran metabolites: 

fu razolid one 

furaltadone 

nitrofurantoin 

nitrofurazone 

0,3 pg/kg 

1 pg/kg 
Decision 2003/1 81/EC 

Sum of malachite green and 
leucomalachite green 2 pg/kg Decision 2004125/EC 

Philippines must be able to demonstrate that validated laboratory analytical methods are 
in place and can meet these thresholds. 

SECTION 7: General instructions and pro-formas for submission plans and 
results. 

In addition to the summaries above, the EC has developed a number of very helpful 
instructions and pro-forma tables / spreadsheets to clarify the content and harmonise the 
format of the residue control plan. 

(a) The information which the EU would expect from the Philippines is summarised in 
a Table that is laid out as a form for completion by DA-BFAR and can be 
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downloaded from: http://ec.europa.eu/food!food!chemicalsafety/residuesftablel  doc 
It is divided into four main sections for which details are required - DA-BFAR, the 
residue control plan, the laboratory network and the authorisation and control of 
veterinary medicines. 

(b) A spreadsheet for production data which automatically calculates the minimum 
numbers of samples required: 
http:,i/ec europa. eu/food/food!chemicalsafety/residues!plantemplate  xIs 
Details of analytes, materials to be tested, screening and confirmatory analytical 
methods etc can be entered. 

(C) An example of a completed specimen plan for FA products is available from: 

http://ec.europa. eu/food/food/chemicalsafety/residues/plan_template_specimenen. p 
df 

(d) An inventory of nearly 900 substances, and the categories to which they belong is 
available at 
http :!/ec europa. eu/food/food!chemicalsafety!residues/substances jme. doc 
and also indicates the Chemical Abstracts Service (CAS) number for the 
compounds. 

(e) A results template has also been developed for each commodity, available from 
http://ec. europa.eu!food/food/chemicalsafety/residues/resultstemplate xis 
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CHAPTER VII 

REQUIREMENTS FOR NATIONAL ENFORCEMENT CONTROL INFORMATION 

1. DA-BFAR must provide the EC with accurate and up-to-date information on the 
general organisation and management of national sanitary control systems for FA 
products, in particular, those intended for export to the EU, including: 

(a) adopted or proposed sanitary or phytosanitary legislation; 

(b) control and inspection procedures, production and quarantine treatment, 
pesticide tolerance and food additive approval procedures: 

(C) risk-assessment procedures, factors taken into consideration, and the 
determination of the appropriate level of sanitary or phytosanitary protection: 

(d) where appropriate, follow-up action taken in response to recommendations made 
following EC controls carried out in the Philippines. 

2. The information referred to in paragraph 1 may also relate to. 

(a) results of the national controls carried out on goods intended to be exported to 
the EU; 

(b) important changes which have been made to the structure and functioning of the 
relevant control systems, in particular to meet EU requirements or recommendations. 

3. The general information should describe the structure and organization of the systems 
of aqua-feed and FA product control, and of aquatic animal health control in the 
Philippines, in particular on: 

(a) strategic objectives of the plan and on how the prioritization of controls and 
allocation of resources reflect these objectives; 

(b) the risk categorization of the activities concerned; 

(c) the tasks of DA-BFAR at central, regional and local level, and on resources 
available to DA-BFAR; 

(d) the general organization and management of Official Controls at national, 
regional and local level, including Official Controls in individual establishments; 

(e) control systems applied to different sectors and coordination between the 
different services of DA-BFAR responsible for Official Controls in these sectors; 

(f) where appropriate, the delegation of tasks to control bodies; 

(g) methods to ensure compliance with the operational criteria of Article 6; 

(h) the training of staff performing official controls referred to in Article 7; 



(i) the procedures referred to in Articles 8 and 9; 

(j) the organization and operation of contingency plans for fish/aquatic species or 
food-borne disease emergencies, feed and food contamination incidents and other 
human health risks; 

(k) the organisation of cooperation and mutual assistance. 

4. The information should be amended at any time to reflect any changes to structures 
and procedures made in the light of, or in order to take account of, factors including: 

(a) new legislation; 

(b) the emergence of new diseases or other health risks; 

(c) significant changes to the structure, management or operation of DA-BFAR; 

(d) the results of official controls; 

(e) national or international scientific findings. 
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CHAPTER VIII 

EU MEMBER STATES AND TERRITORIES 

1. Provisions of this Order apply to products destined for export to the following 
territories of Member Countries of the European Community: 

Republic of Austria 

Kingdom of Belgium 

Republic of Bulgaria 

Republic of Cyprus 

Czech Republic 

Kingdom of Denmark with the exception of the Faroe Islands and Greenland 

Republic of Estonia 

Republic of Finland 

French Republic 

Federal Republic of Germany 

Hellenic Republic 

Republic of Hungary 

Ireland 

Italian Republic 

Republic of Latvia 

Republic of Lithuania 

Grand Duchy of Luxembourg 

Republic of Malta 

Kingdom of the Netherlands in Europe 

Republic of Poland 

Portuguese Republic 

Romania 

Slovak Republic 

Republic of Slovenia 

Kingdom of Spain with the exception of Ceuta and Melilla 

Kingdom of Sweden 

United Kingdom of Great Britain and Northern Ireland 
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2. The provisions of this Order do not apply to the Overseas Countries and Territories of 

the EU Member States listed above, namely: 

Greenland 

New Caledonia and Dependencies 

French Polynesia 

French Southern and Antarctic Territories 

Wallis and Futuna Islands 

Mayotte 

Saint Pierre and Miquelon 

Aruba 

Netherlands Antilles: 

- 	Bonaire 

- Curacao 

- Saba 

- 	Sint Eustatius 

- Sint Maarten 

Anguilla 

Cayman Islands 

Falkland Islands 

South Georgia and the South Sandwich Islands 

Montserrat 

Pitcairn 

Saint Helena and Dependencies 

British Antarctic Territory 

British Indian Ocean Territory 

Turks and Caicos Islands 

British Virgin Islands 

Bermuda 
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CHAPTER IX 

EU STANDARDS for POTABLE WATER 

Microbiological parameters 

Parameter Parametric value 

(number/100 ml) 

Escherichia coil (E. coil) 0 

Enterococci 0 

Chemical parameters 

Parameter 
Parametric 

Unit Notes 
value 

Acrylamide 0.1 pg/I Note 1 

Antimony 5 pg/I 

Arsenic 1Q pg/I 

Benzene 1 pg/I 

Benzo(a)pyrene 0.01 pg/I 

Boron I mg/i 

Bromate 10 pg/i Note 2 

Cadmium 5 pg/I 

Chromium 50 pg/I 

Copper 2 mg/i Note 3 

Cyanide 50 pg/I 

1 ,2-dichioroethane 3 pg/i 

Epichiorohydrin 0.1 pg/I Note 1 

Fluoride 1.5 mg/I 

Lead 10 pg/I Notes 3 and 4 

Mercury I pg/i 

Nickel 20 pg/I Note 3 

Nitrate 50 mg/I Note 5 

Nitrite 0.5 mg/I Note 5 

Pesticides 0.1 pg/I Notes 6 and 7 

Pesticides - Total 0.5 pg/I Notes 6 and 8 

Polycyclic aromatic 0.1 pg/I Sum of concentrations of 
hydrocarbons specified compounds; Note 

9 

Selenium 10 pg/I 
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Tetrachloroethene and 	 10 	 pg/I 	Sum of concentrations of 

Trichloroethene 	 specified parameters 

Trihalomethanes - Total 	 100 	 pg/I 	Sum of concentrations of 
specified compounds; Note 

10 

Vinyl chloride 	 0.5 	 pg/I 	 Note 1 

Note 1: The parametric value refers to the residual monomer concentration in the water as 
calculated according to specifications of the maximum release from the corresponding polymer in 
contact with the water. 

Note 2: Where possible, without compromising disinfection, Member States should strive for a 
lower value. For the water referred to in Article 6(1)(a), (b) and (d), the value must be met, at the 
latest, 10 calendar years after the entry into force of the Directive. The parametric value for 
bromate from five years after the entry into force of this Directive until 10 years after its entry into 
force is 25 pg/I. 

Note 3: The value applies to a sample of water intended for human consumption obtained by an 
adequate sampling method (1) at the tapand taken so as to be representative of a weekly 
average value ingested by consumers. Where appropriate the sampling and monitoring methods 
must be applied in a harmonized fashion to be drawn up in accordance with Article 7(4). Member 
States must take account of the occurrence of peak levels that may cause adverse effects on 
human health. 

Note 4: For water referred to in Article 6(1)(a), (b) and (d), the value must be met, at the latest, 15 
calendar years after the entry into force of this Directive. The parametric value for lead from five 
years after the entry into force of this Directive until 15 years after its entry into force is 25 pg/I. 

Member States must ensure that all appropriate measures are taken to reduce the concentration 
of lead in water intended for human consumption as much as possible during the period needed 
to achieve compliance with the parametric value. 

When implementing the measures to achieve compliance with that value Member States must 
progressively give priority where lead concentrations in water intended for human consumption 
are highest. 

Note 5: Member States must ensure that the condition that [nitrate]/50 + [nitritel/3 :5- 1, the square 
brackets signifying the concentrations in mg/I for nitrate (NO3) and nitrite (NO2), is complied with 
and that the value of 0,10 mg/I for nitrites is complied with ex water treatment works. 

Note 6: 'Pesticides' means: 

- organic insecticides, 

- organic herbicides, 

- organic fungicides, 

- organic nematocides, 

- organic acaricides, 

- organic algicides, 

- organic rodenticides 

- organic slimicides, 

- related products (inter a/ia, growth regulators) 
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and their relevant metabolites, degradation and reaction products. 

Only those pesticides which are likely to be present in a given supply need be monitored. 

Note 7: The parametric value applies to each individual pesticide. In the case of aldnn, dieldrin, 
heptachlor and heptachlor epoxide the parametric value is 0.03 pg/I. 

Note 8: Pesticides - Total: the sum of all individual pesticides detected and quantified in the 
monitoring procedure. 

Note 9: The specified compounds are: 

- benzo(b)fluoranthene, 

- benzo(k)fluoranthene, 

- benzo(ghi)perylene, 

- indeno(1 ,2,3-cd)pyrene. 

Note 10: Where possible, without compromising disinfection, Member States should strive for a 
lower value. The specified compounds are: chloroform, bromoform, dibromochloromethane, 
bromodichloromethane. For the water referred to in Article 6(1)(a), (b) and (d), the value must be 
met, at the latest, 10 calendar years after the entry into force of this Directive. The parametric 
value for total THMs from five years after the entry into force of this Directive until 10 years after 
its entry into force is 150 pg/I. Member States must ensure that all appropriate measures are 
taken to reduce the concentration of THMs in water intended for human consumption as much as 
possible during the period needed to achieve compliance with the parametric value. When 
implementing the measures to achieve this value, Member States must progressively give priority 
to those areas where THM concentrations in water intended for human consumption are highest. 
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CHAPTER X 

ANALYSIS OF TOTAL VOLATILE BASIC NITROGEN (TVB-N) 

SECTION I: TVB-N LIMIT VALUES FOR CERTAIN CATEGORIES OF FISHERY 
PRODUCTS AND ANALYTICAL METHODS TO BE USED 

Background: EU legislation requires checks to prevent products that are unfit for human 
consumption being placed on the market. Maximum levels of T\JB-N are set for certain 
species and the analytical methods to be used are specified. 

Analytical methods that are scientifically-recognised may be used for routine checking of 
TVB-N, but a reference method is specified for use where there is doubt regarding 
results or in the event of dispute. 

1. Unprocessed fishery products belonging to the species categories listed in Section II 
shall be regarded as unfit for human consumption where organoleptic assessment has 
raised doubts as to their freshness and chemical checks reveal that the following TVB-N 
limits are exceeded: 

(a) 25 mg of nitrogen/100 g of flesh for the species referred to in point 1 of 
Section II; 

(b) 30 mg of nitrogen/100 g of flesh for the species referred to in point 2 of 
Section II 

(C) 35 mg of nitrogen/100 g of flesh for the species referred to in point 3 of 
Section II. 

The reference method to be used for checking the TVB-N limit involves distilling an 
extract de-proteinised by perchloric acid, as set out in Section III. 

2. Distillation as referred to in point 1 must be performed using apparatus which 
complies with the diagram in Section IV. 

3. The routine methods which may be used to check the TVB-N limit are as follows: 

- microdiffusion method described by Conway and Byrne (1933), 

- direct distillation method described by Antonacopoulos (1968), 

- distillation of an extract de-proteinised by trichloracetic acid (Codex Alimentarius 
Committee on Fish and Fishery Products (1968). 

4. The sample must consist of about 100 g of flesh, taken from at least three different 
points and mixed together by grinding. 

Official laboratories should, as a matter of routine, use the reference method described 
in Section III. However, where results are dubious or in the event of dispute regarding 
results obtained using one of the routine methods, only the reference method may be 
used to check the results. 
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SECTION II: DETERMINATION OF THE CONCENTRATION OF NB-N IN FA 
PRODUCTS 

Reference procedure 

1. Purpose and area of application 
This method describes a reference procedure for identifying the nitrogen concentration 
of TVB-N in fish and fishery products. This procedure is applicable at TVB-N 
concentrations of 5 mg/100 g to at least 100 mg/i 00 g. 

2. Definition 
TVB-N concentration' means the nitrogen content of volatile nitrogenous bases as 
determined by the procedure described. The concentration shall be expressed in mgIiOO 
g 

3. Brief description 
The volatile nitrogenous bases are extracted from a sample using a solution of 0.6 mol 
perchtoric acid. After alkalinisation, the extract undergoes steam distillation and the 
volatile base components are absorbed by an acid receiver. The TVB-N concentration is 
determined by titration of the absorbed bases. 

4. Chemicals 
Unless otherwise indicated, reagent-grade chemicals should be used. The water used 
must be either distilled or demineralised and of at least the same purity Unless 
otherwise indicated, 'solution' means an aqueous solution as follows: 

(a) perchloric acid solution = 6 g/100 ml; 

(b) sodium hydroxide solution = 20 g/100 ml; 

(C) hydrochloric acid standard solution 0.05 mol/l ((0.05 N), 

Note: When using an automatic distillation apparatus, titration should take place with 
a hydrochloric acid standard solution of 0.01 mol/l ((0.01 N); 

(d) boric acid solution = 3 g/100 ml; 

(e) silicone anti-foaming agent; 

(f) phenolphthalein solution = 1 g/100 ml 95 % ethanol; 

(g) indicator solution (Tashiro Mixed Indicator) 2 g methyl-red and 1 g methylene-
blue are dissolved in 1 000 ml 95 % ethanol. 

5. Instruments and accessories 

(a) a meat grinder to produce a sufficiently homogenous fish mince. 

(b) high-speed blender with a speed of between 8,000 and 45,000 revolutions / mm. 

(c) fluted filter, diameter 150 mm, quick-filtering. 

56 



(d) burette, 5 ml, graduated to 0,01 ml 

(e) apparatus for steam distillation. The apparatus must be able to regulate various 
amounts of steam and produce a constant amount of steam over a given period of 
time. It must ensure that during the addition of alkalising substances the resulting 
free bases cannot escape. 

6. Execution 
Warning: When working with perchloric acid, which is strongly corrosive, necessary 
caution and preventive measures should be taken. The samples should, if at all possible, 
be prepared as soon as possible after their arrival, in accordance with the following 
instructions: 

(a) Preparing the sample 

The sample to be analysed should be ground carefully using a meat grinder as 
described in point 5(a). 

Exactly 10 ± 0.1 g of the ground sample is weighed out into a suitable container. This 
is mixed with 90m1 perchloric acid solution as specified in point 4(a), homogenised 
for two minutes with a blender as described in point 5(b), and then filtered. 

The extract thereby obtained can be kept for at least 7 days at a temperature 
between approximately 2°C and 6°C; 

(b) Steam distillation 

50.0 ml of the extract obtained in accordance with point (a) is put into an apparatus 
for steam distillation as described in point 5(e). For a later check on the extract's 
alkalinisation, several drops of phenolphthalein as specified in point 4(f) are added. 
After adding a few drops of silicone anti-foaming agent, 6,5 ml of sodium hydroxide 
solution as specified in point 4(b) is added to the extract and steam distillation begins 
immediately. 

The steam distillation is regulated so that around 100 ml of distillate is produced in 
10 minutes. 

The distillation outflow tube is submerged in a receiver with 100 ml boric acid 
solution as specified in point 4(d), to which three to five drops of the indicator solution 
as described in point 4(g) have been added. After exactly 10 minutes, distillation is 
ended. The distillation outflow tube is removed from the receiver and washed out 
with water. The volatile bases contained in the receiver solution are determined by 
titration with standard hydrochloric solution as specified in point 4(c). 

The pH of the end point should be 5.0 ± 0.1. 

(C) Titration 
Duplicate analyses are required. The applied method is correct if the difference 
between the duplicates is not greater than 2 mg/100 g. 
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(d) Blank 
A blind test is carried out as described in point (b). Instead of the extract, 50.0 ml 
perchioric acid solution as specified in point 4(a) is used. 

7. Calculation of TVB-N 

By titration of the receiver solution with hydrochloric acid as in point 4(c), the TVB-N 
concentration is calculated using the following equation: 

TVB-N expressed in mg/100 g sample = [(V1— V0) x  0.14 x  2 x  100] - M 

V1  = volume of 001 mol hydrochloric acid solution in ml for sample 

V0  = volume of 0.01 mol hydrochloric acid solution in ml for blank 

M = weight of sample in g. 

Remarks 

1. Duplicate analyses are required. The applied method is correct if the difference 
between duplicates is not greater than 2 mg/100 g. 

2. Check the equipment by distilling solutions of NH4CI equivalent to 50 mg TVB-
N/100 g. 

3. Standard deviation of reproducibility Sr = 1.2 mg/100 g. 
Standard deviation of comparability SR = 2.5mg/100 g. 



SECTION III: NB-N STEAM DISTILLATION APPARATUS 

Steam generato 

Distillation tube 

Steam injection tub 

Sample extra' 

ooI wa.er  

or beaker 
acid) 

it condenser 
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CHAPTER XI 

RECOGNISED TESTING METHODS FOR DETECTING MARINE BIOTOXINS 

Background. The EU sets limits for Paralytic Shellfish Poison (PSP), Amnesic Shellfish 
Poison (ASP) and lipophilic toxins for certain species. They must not contain marine 
biotoxins in total quantities that exceed the following limits (measured in the whole body 
or any part edible separately): 

1. paralytic shellfish poison (PSP): 800 micrograms per kilogram; 

2. amnesic shellfish poison (ASP): 20 milligrams of domoic acid per kilogram; 

3. okadaic acid, dinophysistoxins and pectenotoxins together: 160 micrograms of 
okadaic acid equivalents per kilogram; 

4. yessotoxins: 1 milligram of yessotoxin equivalent per kilogram; and 

5. azaspiracids: 160 micrograms of azaspiracid equivalents per kilogram. 

The EU requires bioassays to be used as the Reference method to detect certain toxins 
although alternative detection methods, such as chemical methods and in vitro assays, 
are permitted if their performance is at least as effective as the bioassay and provides an 
equivalent level of public health protection. However, a lack of suitable reference 
materials currently means that the use of non-bioassay tests alone does not provide 
adequate public health protection in respect of all specified toxins. 

The following analytical methods shall be used by DA-BFAR and, where appropriate, by 
FABO to check compliance with the limits. 

SECTION I: PARALYTIC SHELLFISH POISON (PSP) DETECTION METHOD 

1. The PSP content of edible parts of molluscs (the whole body or any part edible 
separately) must be detected in accordance with the biological testing method or any 
other internationally-recognised method. The biological testing method may be carried 
out in association, if necessary, with another method for detecting Saxitoxin and any of 
its analogues for which standards are available. 

2. If the results are challenged, the reference method shall be the biological method. 

SECTION II: AMNESIC SHELLFISH POISON (ASP) DETECTION METHOD 

The total content of ASP of edible parts of molluscs (the entire body or any part edible 
separately) must be detected using high-performance liquid chromatography (HPLC) or 
other recognised method. 

If the results are challenged, the reference method shall be the HPLC method. 

SECTION III: LIPOPHILIC TOXIN DETECTION METHODS 

A. Biological methods 
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1. A series of mouse bioassay procedures, differing in the test portion (hepatopancreas 
or whole body) and in the solvents used for extraction and purification, may be used. 
Sensitivity and selectivity depend on the solvents used for extraction and purification, 
and this should be taken into account when deciding on the method to be used to cover 
the full range of toxins. 

2. A single mouse bioassay involving acetone extraction may be used to detect okadaic 
acid, dinophysistoxins, pectenotoxins and yessotoxins. This assay may be 
supplemented, if necessary, with liquid/liquid partition steps with ethyl acetate/water or 
dichloromethane/water to remove potential interferences. Azaspiracid detection at 
regulatory levels by means of this procedure shall involve the use of the whole body as 
the test portion. 

3. Three mice shall be used for each test. Where two out of three mice die within 24 
hours of inoculation with an extract equivalent to 5 g hepatopancreas or 25 g whole 
body, this shall be considered a positive result for the presence of one or more toxins at 
levels above those laid down. 

4. A mouse bioassay with acetone extraction followed by liquid/liquid partition with 
diethylether may be used to detect okadaic acid, dinophysistoxins, pectenotoxins and 
azaspiracids but it cannot be used to detect yessotoxins as losses of these toxins may 
take place during the partition step. Three mice shall be used for each test. Where two 
out of three mice die within 24 hours of inoculation with an extract equivalent to 5g 
hepatopancreas or 25g whole body, this shall be considered a positive result for the 
presence of okadaic acid, dinophysistoxins, pectenotoxins and azaspiracids at levels 
above those specified. 

5. A rat bioassay may be used to detect okadaic acid, dinophysistoxins and 
azaspiracids. Three rats shall be used for each test. A diarrhcetic response in any of the 
three rats shall be considered a positive result for the presence of okadaic acid, 
dinophysistoxins and azaspiracids at levels above those specified. 

B. Alternative detection methods 

1. A series of methods, such as high-performance liquid chromatography (HPLC) with 
fluorimetric detection, liquid chromatography (LC), mass spectrometry (MS), 
immunoassays and functional assays, such as the phosphatase inhibition assay, shall 
be used as alternatives or supplementary to the biological testing methods, provided that 
either alone or combined they can detect at least the following analogues, that they are 
not less effective than the biological methods and that they can be shown to provide an 
equivalent level of public health protection: 

- okadaic acid and dinophysistoxins: a hydrolysis step may be required to detect the 

presence of DTX3 

- pectenotoxins: PTX1 and PTX2 

- yessotoxins: YTX, 45 OH YTX, homo YTX, and 45 OH homo YTX 

- azaspiracids: AZA1, AZA2 and AZA3. 
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2. If new analogues of public health significance are discovered, they will need to be 
included in the analysis. 

Standards must be available before chemical analysis is possible. Total toxicity shall be 
calculated using conversion factors based on the toxicity data available for each toxin. 

3. The performance characteristics of these methods shall be defined after validation 
following an internationally-agreed protocol. 
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