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The report of the Nineteenth Session of the Codex Committee on Residues of Veterinary Drugs in Foods will
be considered by the 34" Session of the Codex Alimentarius Commission (Geneva, Switzerland,
4-9 July 2011).

PART A — MATTERS FOR ADOPTION BY THE 34™ SESSION OF THE CODEX ALIMENTARIUS COMMISSION

Draft and Proposed Draft Standards and Related Texts at Steps 8 or 5/8 of the Procedure

1. Draft MRLs for narasin (pig tissues) and tilmicosin (chicken and turkey tissues) at Step 8
(see REP11/RVDF para. 49 and Appendix I11)

Governments and international organizations wishing to submit comment on the above texts should do so in
writing, preferably by e-mail, to the Secretariat, Codex Alimentarius Commission, Joint FAO/WHO Food
Standards Programme, FAO, Viale delle Terme di Caracalla, 00153 Rome, Italy (e-mail: codex@fao.org,
fax : +39 06 57054593) before 15 March 2011.

PART B — REQUEST FOR COMMENTS AT STEP 3

2. Proposed Draft Sampling Plans for Residue Control for Aquatic Animal Products and Derived
Edible Products of Aquatic Origin (Table C, Annex B of the Guidelines for the Design and
Implementation of National Regulatory Food Safety Assurance Programmes Associated with the Use of
Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009)) (see REP11/RVDF para. 140 and
Appendix VII)

Governments and international organizations wishing to submit comment on the above texts should do so in
writing, preferably by e-mail, to U.S. Codex Office, Food Safety and Inspection Service, US Department of
Agriculture, Room 4861, South Building, 14" Independence Avenue, S.W., Washington DC 20250, USA
(Telefax: +1 202 720 3157 ; or preferably E-mail: CRVDF-USSEC@fsis.usda.gov),with a copy to the
Secretariat, Codex Alimentarius Commission, Joint FAO/WHO Food Standards Programme, Viale delle
Terme di Caracalla, 00153 Rome, Italy (Telefax: +39.06.5705.4593; E-mail: Codex@fao.org, preferably)
before 15 March 2011.

PART C — REQUEST FOR COMMENTS

3. Proposed amendments to the Risk Analysis Principles applied by Codex Committee on Residues of
Veterinary Drugs in Foods (see REPORT RVDF/19 para. 12 and Appendix VII); and

4. Proposed Amendments to the Terms of Reference of the Codex Committee on Residues of
Veterinary Drugs in Foods (CCRVDF) (see REP11/RVDF para. 113 and Appendix VI1II)

Governments and international organizations wishing to submit comment on the above texts should do so in
writing, preferably by e-mail, to U.S. Codex Office, Food Safety and Inspection Service, US Department of
Agriculture, Room 4861, South Building, 14" Independence Avenue, S.W., Washington DC 20250, USA
(Telefax: +1 202 720 3157 ; or preferably E-mail: CRVDF-USSEC@fsis.usda.gov),with a copy to the
Secretariat, Codex Alimentarius Commission, Joint FAO/WHO Food Standards Programme, Viale delle
Terme di Caracalla, 00153 Rome, Italy (Telefax: +39.06.5705.4593; E-mail: Codex@fao.org, preferably)
before 30 November 2011.
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SUMMARY AND CONCLUSIONS

The Nineteenth Session of the Codex Committee on Residues of Veterinary Drugs in Foods reached the
following conclusions:

Matters for Adoption/Consideration by the 34™ Session of the Codex Alimentarius Commission

Draft Standards and Related Texts for adoption at Step 8 of the Procedure

The Committee forwarded:

- Draft MRLs for narasin in pig tissues and tilmicosin in chicken and turkey tissues for adoption at Step 8 (para. 49
and Appendix I11);

Other matters for approval (new work)

The Committee forwarded:

- A project document on new work on the development of guidance on performance characteristics for multi-
residues methods to be appended to the Guidelines for the Design and Implementation of National Regulatory Food
Safety Assurance Programmes Associated with the Use of Veterinary Drugs in Food Producing Animals (CAC/GL
71-2009) (para. 65 and Appendix V);

- The priority list of veterinary drugs for evaluation or re-evaluation by JECFA (para. 83 and Appendix V1);

Other matters for information
The Committee agreed:

- To circulate the proposed amendments to the Risk Analysis Principles for the CCRVDF for comments and
consideration at the next session (para. 12 and Appendix 11);

- To retain the draft MRLs for narasin in cattle tissues at Step 7 for further consideration in the light of the JECFA
assessment of the analytical method (para. 43 and Appendix 1V);

- To revise the Risk Analysis Principles applied by the CCRVDF and the Risk Assessment Policy for the Setting of
MRLs for Veterinary Drugs with special emphasis to: the revision of Section 3.2 “Evaluation of risk management
options” (para. 101); developing risk management and risk communication recommendations for veterinary drugs
for which no ADI and/or MRL has been recommended by JECFA either due to specific human health concerns or a
lack of information (para. 116); and to consider the “concern form” used by the CCPR (para. 18);

- That the current definition of “hazard” should not be revised (para. 16);

- To consider the development of a policy for extrapolation of MRLs to additional species and tissues (para. 78);

- To continue maintaining the database on need for MRLs of developing countries (para. 87);

- To reiterate the request to FAO and WHO to convene an expert consultation on exposure assessment (para. 100);

- To circulate for comments proposed amendment to the terms of reference of the CCRVDF (para. 113 and
Appendix VIII);

- To develop risk management recommendations for the veterinary drugs for which no ADI and/or MRL has been
recommended by JECFA due to specific human health concerns (para. 116);

- Todevelop a policy for the establishment of MRLs or other limits in honey (para. 131).

- To circulate for comments at Step 3 the proposed draft Sampling Plans for Residue Control for Aquatic Animal
Products and Derived Edible Products of Aquatic Origin (Table C, Annex B of CAC/GL 71-2009) (para 140 and
Appendix VII);

Matters Referred to Codex Committee and Task Forces

The Committee agreed:

- To ask the view of other relevant committees, such as the Committee on Pesticide Residues, on convening an
expert consultation to provide scientific guidance on multi-residue analysis, taking into account technological
updates and scientific research (para. 64).
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INTRODUCTION

1. The Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF) held its Nineteenth
Session in Burlington, Vermont (United States of America) from 30 August to 3 September 2010, at the kind
invitation of the Government of the United States of America. Dr Steven Vaughn, Director of the Office of
New Animal Drug Evaluation, United States Food and Drug Administration, Center for Veterinary
Medicine, chaired the Session. The Session was attended by 172 delegates from 56 Member countries and
one Member organization and Observers from 5 international organizations and FAO and WHO. The list of
participants, including the Secretariat, is given in Appendix | to this report.

2. The Session was opened by Mr Roger Allbee, Secretary of Agriculture of the State of Vermont, who
welcomed delegates and informed the Committee that agriculture was the main activity in the State of
Vermont in terms of production and export, and that the development of food standards was very important
in order to increase production and facilitate trade at the national and international level. Mr Allbee noted the
heavy workload of the Committee and wished delegates all success in their debates. The session was also
addressed by Mr Jim Douglas, the Governor of the State of Vermont. He noted that even with the focus in
Vermont on locally-produced food the increased international attention to food safety had an important
economic impact of food in the region. The Chairperson of the Committee recalled the importance of the
work of the Committee especially for developing countries and invited delegates to address all the issues on
the agenda with this important mission in mind.

Division of Competence*

3. The Committee noted the division of competence between the European Union and its Member States,
according to paragraph 5, Rule Il of the Procedure of the Codex Alimentarius Commission, as presented in
CRD 1.

ADOPTION OF THE AGENDA (Agenda Item 1)

4. The Delegation of Costa Rica proposed to consider the limit of detection to be applied in the case of
veterinary drugs for which no ADI and/or MRL existed and which were not allowed, as the absence of a
common interpretation of the zero tolerance created difficulties for inspection purposes and could create
trade problems if the methodology and limits of detection applied in various countries were different. After
some discussion, it was agreed to consider this question under Agenda Item 9.

5. In order to facilitate the discussion under Agenda Item 6, it was agreed to establish an in-session
working group on methods of analysis, chaired by the Delegation of the United Kingdom and Canada and
working in English, French and Spanish. In order to leave some time for delegates to consider the report of
this working group, the Committee agreed to discuss the Agenda in the following order: Agenda Items 1 to
5,10,11,7,8,9,6, 12 and 13.

6.  With these amendments, the Committee adopted the Provisional Agenda as its Agenda for the Session.

7. Noting the requests of some delegations to consider the issues related to capacity of developing
countries to carry out research in relation to the work of the Committee and to apply its recommendations at
the national level, the Committee noted that these questions could be considered when discussing FAO and
WHO activities under Agenda Item 3 and OIE activities under Agenda Item 4.

MATTERS REFERRED BY THE CODEX ALIMENTARIUS COMMISSION AND OTHER
CODEX COMMITTEES (Agenda Item 2)°

8. The Committee noted that several matters were for information purposes or would be addressed under
the relevant Agenda Items during the session, and discussed some specific items as presented below.

! CRD 1 (Annotated Agenda — Division of competence between the European Union and its Member States)
2 CX/RVDF 10/19/1, CRD 9 (Comments of Japan); CRD 12 (Comments of Panama)
¥ CX/RVDF 10/19/2; CRD 9 (Comments of Japan); CRD 12 (Comments of Panama)



REP11/RVDF 2

Codex Alimentarius Commission (33" Session)

9.  The Committee recalled that the Commission, while considering future work on animal feeding had
requested the relevant committees to review their policies and principles for risk analysis as to their
applicability to animal feeding and, in particular, had asked the Committee to review the amendments to the
Risk Analysis Principles Applied by the CCRVDF presented in Annex 1 of the working document.

10. The Delegation of Japan expressed the view that the current Risk Analysis Principles were appropriate
to allow the Committee to address animal feeding in the framework of its terms of reference and, therefore, it
was not necessary to amend them. Another delegation did not support the revision of the text at this stage as
it required further consideration.

11. Several delegations supported the amendment referring to feed in order to reflect the consideration of
animal feeding issues in the work of the Committee. The Committee agreed to amend paragraph 1a) of
Annex 1 as proposed by the European Union for clarification purposes.

12.  After some discussion, the Committee recognized that it would not be possible to finalise the revised
text at the current session and agreed to circulate the proposed amendments to the Risk Analysis Principles
Applied by the CCRVDF, as presented in Appendix I, for comments and consideration at the next session.

Committee on General Principles (26™ Session)
Risk Analysis Principles

13. The Secretariat recalled that the Committee on General Principles had agreed to forward the review of
the risk analysis policies of Codex committees (CL 2010/1-GP) to the committees concerned and had
completed Activity 2.1 of the Strategic Plan Review the consistency of risk analysis principles elaborated by
the relevant Codex Committees. It was for the Committee to decide how to undertake Activity 2.2 Review
risk analysis policies developed by relevant Code committees which was an independent activity although it
could take into account the recommendations put forward in the framework of Activity 2.1.

14. Several delegations, while recognizing that some discrepancies existed with the general Working
Principles for Risk Analysis, expressed the view that current Risk Analysis Principles applied by the
Committee should not be revised as they adequately addressed the purpose of risk analysis for residues of
veterinary drugs.

15. The Committee noted that other questions related to risk analysis would be considered under Agenda
Items 8 and 9 and those might require specific reviews of the risk analysis principles and agreed to defer the
general decision until these items had been discussed (see Agenda Items 8, 9 and 12).

Definition of “Hazard”

16. The Committee considered the request for a revision of the “hazard” definition in the Procedural
Manual forwarded by the CCGP. Several delegations expressed the view that the current definition was
adequate in the context of risk analysis for residues of veterinary drugs and noted that the question put
forward by the CCGP was rather specific to nutrition and would be more adequately addressed in the context
of risk analysis applied to nutrition issues. The Committee, therefore, agreed that the current definition of
“hazard” should not be revised.

Executive Committee (64™ Session)

17.  The Executive Committee, while considering the speed of Codex standards, had recommended that the
CCRVDF consider using a concern form as in the Committee on Pesticide Residues (CCPR); to adhere to
the Statements of Principles concerning the role of science, especially Statement 4; and to encourage data
owners through the respective regulatory authorities to submit data.

18. The Committee discussed the concern form used in the CCPR and noted the conditions under which it
was used. Some delegations noted that the use of a concern form was justified to facilitate the process in
CCPR due to the large number of MRLs under consideration. However, in view of the limited number of
MRLs under consideration in the CCRVDF, outstanding issues could be addressed on a case-by-case basis
with the current procedure through comments and interaction with JECFA. Other delegations pointed out
that the use of this form was not related to the number of MRLs under consideration but to ensure progress
of MRLs would not be delayed by last minute objection at the session and proposed to use it on a trial basis.
As the use of the concern form was described in the relevant risk analysis principles applied by CCPR, the
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Committee agreed that a similar approach should be taken for veterinary drugs residues. It was, therefore,
agreed that consideration of the concern form would be integrated into the work on the revision of the Risk
Analysis Principles applied by the CCRVDF (see also Agenda Item 12).

19. The Committee noted the other recommendations of the Executive Committee.

MATTERS OF INTEREST ARISING FROM FAO AND WHO (Agenda Item 3)*

20. The FAO JECFA Secretary provided information on the process and conclusions of the evaluation of
residues of ractopamine in pig tissues, requested by the 32" session of the Commission and presented at the
33" session of the Commission, and which had been published as an addendum to the residue monograph of
ractopamine hydrochloride in FAO JECFA Monographs 9.

21. The Representatives of FAO and WHO, referring to document CX/RVDF 09/18/3, informed the
Committee about activities carried out by FAO and WHO in the area of scientific advice to Codex and
Member countries relevant to the Committee as well as other activities of interest to the Committee.

22. The Representative of FAO also provided information about the recent establishment of a new
program on prevention and early warning system for food safety emergencies (EMPRES-Food Safety)
within the existing Food Chain Crisis Management Framework for animal health and plant health. The
program aims at responding to recent requests from countries for technical assistance in food safety
emergencies, with focus on early detection of food safety issues, prevention and preparedness and rapid
response.

23. The Committee noted the increased need expressed by FAO and WHO of extra-budgetary funding for
implementation of activities related to the provision and dissemination of scientific advice and that to this
end FAO has adopted a 4-year strategy for 2010-2013 for Science for Safe Food within the Global Initiative
Food-related Scientific Advice (GIFSA) and the objectives and priorities of this strategy are available in
several languages for countries interested in providing financial support.

24.  FAO and WHO recently achieved the revision of Environmental Health Criteria for principles and
methods for the risk assessment of chemicals in food. The document “EHC 240” is available on the web :
http://www.who.int/ipcs/food/principles/en/index.html. The chapters 6 and 8, dealing respectively with
dietary exposure assessment and establishment of Maximum Residue Limits for pesticides and veterinary
drugs, are particularly relevant for the current meeting of the Committee.

25. The Representative of WHO informed the Committee on the activities of WHO GEMS/Food
programme, which collects data on occurrence of chemicals in food and human food consumption all around
the world. Food consumption data potentially of use to assess the safety of veterinary drugs consists in
cluster diets based on FAO Food Balance Sheets and individual food consumption data to be provided by
Member States.

26. The Representative of WHO informed the Committee of the activities of the two WHO programmes
involved in foodborne antimicrobial resistance surveillance and control: (i) the Global Foodborne Infections
Network (GFN) had been providing capacity building on foodborne disease surveillance, including
antimicrobial resistance since 2000; and (ii) the Advisory Group on Integrated Surveillance of Antimicrobial
Resistance (AGISAR), established in December 2008, to support WHO in promoting an integrated approach
to antimicrobial usage and antimicrobial resistance monitoring, across the animal, food and human sectors.
The Committee was also informed of ongoing activities in the four subcommittees (SC) of AGISAR: Usage
monitoring SC; Antimicrobial resistance monitoring SC; Capacity building /Country pilot projects SC; and
Software Development and Data management SC.

FAO/IAEA Information on activities of the food and environmental safety sub-programme related to
residues of veterinary drugs in foods

27. The Representative of IAEA highlighted activities of the Joint FAO/IAEA Division of Nuclear
Techniques in Food and Agriculture of interest to the CCRVDF as presented in document CX/RVDF
10/19/3 Add.1. The Committee was informed of the strengthening of the Division following the FAO reform
process and progress of the Coordinated Research Project (CRP) on Analytical Methods to strengthen
National Residue Control Programs focusing on areas of priority and concern to developing countries. The

* CX/RVDF 10/19/3; CX/RVDF 10/19/3 Add.1; CRD 12 (Comments of Panama)
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CRP was also investigating sources of natural antimicrobial compounds likely to impact the regulatory
framework for veterinary drug residues. The Joint Division had initiated a new CRP that would help
laboratories in member states to establish robust analytical techniques to determine origin of food through
the assessment of isotopic and elemental composition of foodstuffs.

28. The Committee noted that IAEA continued to support developing countries in establishing national
and regional residues control laboratories through technical cooperation projects.

29. The IAEA Representative informed the Committee of the work carried out in association with FAO,
IFAH and UNIDO to address the problems associated with the use of counterfeit and low quality veterinary
pharmaceutical products and to develop protocols for quality control/quality assurance for trypanocidal and
other veterinary drugs.

30. The Committee noted that with reference to the discussions concerning methods of analysis for
residues of veterinary drugs in foods (see Agenda Item 6) and to enhance the capabilities of developing
countries to identify and implement suitable methods in support of residue monitoring plans, the Joint
Division would include on its web pages a database of methods and protocols developed and validated
through its activities and present it at the next session of Committee.

REPORT OF THE OIE ACTIVITIES, INCLUDING THE HARMONIZATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF VETERINARY MEDICINAL PRODUCTS (VICH)
(Agenda Item 4)°

31. The Observer from OIE, while referring to CX/RVDF 10/19/4, drew the Committee’s attention to four
main areas that were relevant to the work of the CCRVDF: the cooperation between the OIE and the Codex
Alimentarius Commission; the OIE activities aiming at the improvement of capacity building of its
members; antimicrobial resistance; and the OIE and VICH activities.

32.  With regard to the first point, the Observer mentioned the ongoing and upcoming activities of the OIE
Working Group on Animal Production Food Safety (WGAPFS), which also included experts from Codex,
FAO and WHO. The work program for 2010 was detailed.

33.  Concerning capacity building, the Observer underlined that the governance related to veterinary
medicinal products was considered by the OIE as a priority regarding animal and public health. The
strengthening of the actions in this field started with the adoption of Resolution No. 25 on veterinary
products at the OIE General Session in May 2009. The OIE’s Fifth Strategic Plan (2011-2016), adopted in
May 2010, includes new fields of actions in particular good governance of veterinary services, the
reinforcement of veterinary services capacities and infrastructure, including veterinary legislation and more
generally the linkages between animal health, food safety and food security. Veterinary medicinal products
are part of the Plan as they are considered as indispensable tools for any effective animal health and welfare

policy.

34. The Observer informed the Committee on the implementation of the assessment of the veterinary
services (OIE PVS tools), on the continuation of the laboratory twinning programme, on training session of
focal points for veterinary medicinal products and on regional conferences organized in the field of
veterinary medicinal products.

35. Regarding antimicrobial resistance, the Observer provided information on ongoing and upcoming
activities and highlighted the collaboration between FAO, WHO and OIE for the benefit of animal and
public health.

36.  With respect to cooperation between VICH and OIE, the Committee was informed of the outcome of
VICH steering committees and of the release of VICH guidelines including the draft Guidelines on
metabolism and residue kinetics. The Committee was also informed of the outcome of the Fourth VICH
public conference (VICHA4), held in June in the OIE headquarters in Paris, and of the efforts to develop the
VICH global outreach at a worldwide level in order to obtain a wider understanding of VICH standards and
to encourage a wider harmonization of registration requirements and efficient use of resources.

®> CX/RVDF 10/19/4; CRD 12 (Comments of Panama)
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DRAFT MRL FOR VETERINARY DRUGS (at Step 7) (Agenda Item 5)°
Narasin

37. The Committee recalled that at its 18" Session the proposed draft MRLs for narasin in chicken tissues
had been forwarded to the 32" Session for the Commission for adoption at Step 5/8. The other proposed
draft MRLs (in pig and cattle tissues) had been advanced to Step 5 to allow more time for their
consideration’.

38. The Delegation of the European Union did not have concern for the draft MRLs for narasin for cattle
and pigs tissues because the draft MRLs did not raise concerns from a toxicological point of view. However,
the Delegation reiterated their concerns for the draft MRLs as narasin was used in cattle and pigs primarily
for growth promotion and the use of veterinary drugs for non-therapeutical purposes was not authorised in
the European Union. This position was supported by the Delegations of Norway and Switzerland.

39. The Delegation of Nigeria did not support the advancement of the draft MRLs because of the potential
risk of the use of this drug in animals to increase antimicrobial resistance. In this regard the JECFA
Secretariat explained that narasin was extensively metabolised and that the metabolites exhibit little or no
microbiological activity; furthermore, narasin represented a very low amount in the target tissue liver. In
addition, the ADI for narasin was based on a toxicological endpoint and not on a microbiological endpoint.

40.  Other delegations supported the advancement of the draft MRLs to Step 8.

41. The Committee also recalled that the draft MRLs for narasin in cattle tissues were temporary because
of lack of a validated analytical method. In this regard it was noted that the method would be made available
for assessment by JECFA at its next meeting (see Agenda Item 7).

42. The Committee agreed to forward the draft MRLs for narasin in pig tissue to the 34™ Session of the
Commission for adoption at Step 8. The Delegations of the European Union, Nigeria, Norway and
Switzerland expressed their reservation to this decision.

43. The Committee also agreed to retain the draft MRLs for narasin in cattle tissues at Step 7 for further
consideration in the light of the JECFA assessment of the analytical method.

Tilmicosin

44.  The Committee recalled that at its 18" Session it had been agreed to advance the MRLSs for tilmicosin in

chicken and turkey tissues to Step 5 with the understanding that, if no new data would be submitted by the

European Community to support JECFA re-evaluation, the MRLs would be advanced to Step 8 at its next
Fp.-}

session”.

45. The Delegation of European Union stated that they could support the draft MRLs for tilmicosin in
view of their review of the new scientific data that indicated that the draft MRLs for tilmicosin did not
represent a consumer safety concern as the TMDI calculated using the draft MRLs was below the ADI that
would be established using the new data.

46.  Other delegations supported the advancement of the draft MRLSs.

47. The Committee also noted that due to the limited data it had not been possible for JECFA to
recommend an MRL for tilmicosin in eggs and that such a request would be included in the database of
drugs of potential interest from developing countries (see Agenda Item 6).

48. The Committee agreed to forward the draft MRLs for tilmicosin in chicken and turkey tissues to the
34™ Session of the Commission for adoption at Step 8.

Status of the Draft Maximum Residue Limits for Veterinary Drugs

49. Draft MRLs to be forwarded to the 34™ Session of the Commission for adoption at Step 8 are attached
as Appendix I1l. Draft MRLs retained at Step 7 are attached as Appendix IV.

® ALINORM 09/32/31 Appendix 1V; CX/RVDF 10/19/5 (Comments of European Union, United States of America and
IFAH); CX/RVDF 10/19/5 Add.1 (Comments of Philippines); CRD 5 (Comments of Kenya); CRD 12 (Comments of
Panama); CRD 16 (Comments of Nigeria); CRD 19 (Comments of Indonesia)

" ALINORM 09/32/31 paras 65-66 and Appendix IV

& ALINORM 09/32/31 para. 72 and Appendix 1V
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DISCUSSION PAPER ON METHODS OF ANALYSIS FOR RESIDUES OF VETERINARY DRUGS
IN FOODS (Agenda Item 6)°

50. The Committee recalled that its last session had agreed to establish an electronic working group to
prepare a discussion paper addressing several issues related to methods of analysis. The Committee
considered the recommendations of the discussion paper section by section, taking into account the outcome
of the in-session working group chaired by the Canada and the United Kingdom, as presented in CRD 21,
and made the following comments and recommendations.

Recommendations on the evaluation of analytical methods provided by JECFA
51. The Committee considered recommendations (a) to (e) in paragraph 3 of the discussion paper.

52.  On the basis of recommendation (a), the Committee recommended that future JECFA evaluations take
into account the single laboratory validation guidelines adopted at the 32" Session of the Commission,
recognizing that other possibilities existed and that the evaluations carried out by JECFA should not be
limited by prescriptive recommendations.

53.  Asregards recommendation (b) suggesting that JECFA may wish to increase the expert representation
for analytical method evaluation, the JECFA Secretariat recalled that the competence of experts was used in
the best way possible for the purpose of the evaluations. The Delegation of Japan, as a general comment,
pointed out that such suggestions were useful, however, the Committee should not make too prescriptive
requests to JECFA and should more focus on its role in the consideration of methods as specified in its terms
of reference.

54.  Some delegations, while recognizing the competence of the experts, clarified that there may be a need
to harmonise the procedures for the treatment of data in the evaluation of analytical methods. The
Committee, therefore, recommended that JECFA may wish to apply criteria for evaluating analytical
methods more uniformly.

55. The Committee considered recommendation (c) that, because standards of all marker residues are not
routinely available to analytical laboratories, JECFA may take this into account when selecting marker
residues especially for veterinary drugs that are no longer under patent protection and are not commercially
available.

56. The JECFA Secretariat indicated that the criteria for the selection of marker residues were specified in
EHC 240 and depended on the nature of the compound and the metabolism in the species concerned but
were not related to the availability of the standards. Some delegations, however, supported this
recommendation and the Committee agreed to retain it.

57. The Committee supported recommendation (d) and agreed that no further expert evaluation of
analytical methods recommended by JECFA was required by the CCRVDF. The Committee also recalled its
earlier decision that JECFA should be responsible for reviewing the methods for compounds on its agenda
from its 15" Session (1998) onwards.

58. The Committee discussed recommendations (e) to consider how analytical methods might be made
available to regulatory authorities and (f) on the availability of residue control methods for surveillance and
monitoring purposes for substances for which JECFA could not establish an ADI or MRLs.

59. The Delegation of Brazil supported recommendations (¢) and (f) and the recommendations for
laboratories to share their methods among Codex members and for the development of a database listing
national competent authority contacts related to residue control programmes. It also proposed that the
Committee should develop a database containing complete information on the availability of standards in
residue reference laboratories, in order to facilitate exchange of information and distribution of aliquots of
such standards among member laboratories. The Delegation highlighted the difficulties in obtaining
standards, especially for those compounds with no patent protection and those for drugs banned by national
authorities, and also referred to the provisions in CAC/GL 71-2009, paragraphs 5 and 130 as regards
technical assistance and cooperation between laboratories. These views were supported by other delegations.

® CX/RVDF 10/19/6, CRD 3 (Comments of the European Union); CRD 12 (Comments of Panama); CRD 19
(Comments of Indonesia); CRD 21 (Report of the in-session working group on methods of analysis)
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60. The Committee noted that its responsibility was to consider methods but that issues related to the
availability of methods and of standards could rather be addressed through bilateral or regional cooperation
between countries, or through the technical cooperation activities of international organizations.

61. The Committee noted that the reference laboratories in the European Union were ready to provide a
list of methods and the list of reference standards and to cooperate with other countries and that the RILAA
network in Latin America allowed an active exchange between public and private laboratories in that region.

62. The Representative of IAEA informed the Committee that, as was already the case with methods of
analysis for pesticide residues, IAEA was ready to host on its website a database of available methods for
residues of veterinary drugs, which could include the methods used by national authorities as well as by
private companies. The Committee expressed its thanks to IAEA as this would be an important contribution
to facilitate exchange of information on methods of analysis. The Committee also noted that IAEA would
provide information on the work on the database in its report of activities at the next session.

63. Although it was noted that this proposal seemed to address the issue of availability of methods, the
Committee agreed with the suggestion of some delegations to continue the discussion on this issue at the
next session.

Guidance on the development of performance characteristics for multi-residue analysis

64. The Committee noted that the discussion paper referred to the possibility of convening an expert
consultation, of the same nature as the International Workshop on Principles and Practices of Method
Validation held in Miskolc in 1999, in order to provide scientific guidance on multi-residue analysis, taking
into account technological updates and scientific research. However, this could not be expected in the near
future in view of technical and practical considerations, and the discussion paper provided some guidance in
Annex Il on the basis of available literature. The Committee agreed to ask the views of other relevant
committees, such as the Committee on Pesticide Residues, on the proposed terms of reference for the
consultation.

Validation of multi-residue methods

65. The Committee agreed to propose new work on the revision of the Guidelines for the Design and
Implementation of National Regulatory Food Safety Assurance Programmes Associated with the Use of
Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009) to include an Appendix on performance
criteria for multi-residue analytical methods for veterinary drugs residues, as described in the project
document in Appendix V.

66. For this purpose and to address the issue of availability of methods, the Committee agreed to establish
an electronic working group chaired by Canada and the United Kingdom, working in English and open to all
member and observers with the following mandate:

o To prepare a proposed draft Appendix on performance criteria for multi-residue analytical
methods for veterinary drugs residues for inclusion in the Guidelines for the Design and
Implementation of National Regulatory Food Safety Assurance Programmes Associated with the
Use of Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009); and

o To consider opportunities to facilitate communication with IAEA on the development of the
database on analytical methods and reference standards.

67. The Committee expressed its appreciation to Canada and the United Kingdom for their constructive
work between sessions and at the present meeting in order to facilitate the consideration of methods of
analysis.

DRAFT PRIORITY LIST OF VETERINARY DRUGS REQUIRING EVALUATION OR RE-
EVALUATION BY JECFA (Agenda Item 7)°

68. The Delegation of Australia, as Chair of the physical working group held prior to the Session,
introduced the report of the working group, as presented in CRD 13. The Committee noted that the

10 CX/RVDF 10/19/7; CX/RVDF 10/19/7 Add.1 (Comments of Brazil and Uruguay); CRD 4 (Comments of China);
CRD 12 (Comments of Panama); CRD 16 (Comments of Nigeria); CRD 13 (Report of the physical Working Group on
Priority); CRD 19 (Comments of Indonesia)
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compounds included in the priority list recommended by the physical working group, namely monepantel,
monensin and derquantel, were carried over from the list prepared by the 18" Session of the CCRVDF*! and
that had been approved by the 32" Session of the Commission. The Committee further noted that
ractopamine had been removed from the list as the assessment had already been carried out by JECFA and
presented at the 33" Session of the Commission (see Agenda Item 3) and that discussion on this assessment
was outside the scope of the Committee’s session.

69. The Committee agreed to the recommendations of the in-session working group on the inclusion in the
priority list of apramycin, amoxicillin and narasin.

70. The Committee considered a request of the Delegation of China, as presented in CRD 4, referring to
the studies from China that had been evaluated by JECFA to include ractopamine in the priority list due to
concerns for the safety of residues in pig’s lung and to consider the development of an MRL in pig’s lung.
The JECFA Secretariat informed the Committee that there were a few issues related to the studies carried out
by China which made it difficult for JECFA to take up the request and to recommend MRL in lung tissue
based on those studies. These included: (i) there was a high variability in all the data sets, as shown by the
coefficients of variation; (ii) the hydrolytic step in the analysis had not been validated; (iii) the
pharmacokinetics in lung tissue was variable between the studies and significantly different from other
tissues; and (iv) data on consumption of lung tissues were lacking.

71. With regard to data on pharmacokinetics of ractopamine in lung tissues, the Observer from IFAH
indicated that, if China was willing to agree, the company sponsor was willing to collaborate with China to
explore the metabolism of ractopamine in lung. One delegation also noted that a validated analytical method
should also be made available along with the other missing information.

72. One delegation pointed out the necessity to provide JECFA with appropriate tools for evaluating
residues and recommending MRLs for non standard tissues. In this regard, the Committee recalled that at its
18" Session it had been agreed to request FAO/WHO to convene an expert consultation on dietary exposure
assessment (see para. 100) as it relates to veterinary drug residues in food, which would also consider
enlarging the scope of the “food basket” to include other tissues. The Committee noted the offers of the
Delegations of United States of America and Canada to provide resources to FAO and WHO to enable the
holding of such a consultation.

73.  The Committee noted that the inclusion of this request for MRL for ractopamine in pig’s lung should
be considered separately from the ongoing consideration of the draft MRLs for ractopamine (in cattle and
pig tissues) held at Step 8 by the 33" Session of the Commission.

74. The Committee agreed to include in the priority list the request for MRL for ractopamine in pig’s lung
noting that the information gaps needed to be filled and that such evaluation would significantly benefit from
the outcomes of the FAO/WHO expert consultation on dietary exposure assessment (see para. 100).

75. The Delegation of Brazil expressed their reservation to this decision.

76. In response to the need to establish MRLs for triclabendazole in goat tissues and the limited data
available for the establishment of these MRLs, the Committee agreed to include in the priority list a specific
question regarding the possibility to establish these MRLs by extrapolating the data that were used for
recommending MRLs for cattle and sheep tissues. The Committee also noted the offer of the Delegation of
the United States of America to contribute to the development of MRLS for triclabendazole in goat tissues
with a search of relevant published information.

77. The Committee also agreed to consider the development of a policy for extrapolation of MRLs to
additional species and tissues. In this regard the Committee noted the offer of the Delegation of the European
Union to provide information on their 10 years experience that had allowed the establishment of a policy for
extrapolation of MRLs. The JECFA Secretariat informed the Committee that chapter 8.5 of EHC 240
included principles for extrapolation of MRLs for veterinary drugs residues and pesticides.

1 ALINORM 09/32/31 Appendix VI
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78. The Committee agreed to establish an electronic working group, led by the Canada and working in
English only and open to all Codex members and observers, with the following tasks:

(i)  Collate and summarise all the available national and regional guidelines and documents and
published literature pertinent to the extrapolation of MRLs;

(i)  Prepare a list of substances with existing MRLs in a number of species/food matrices for which
extrapolation is considered necessary and make a proposal for prioritization;

(iii)  Prepare recommendations for the CCRVDF to request JECFA to consider whether EHC 240
provides sufficient guidance for JECFA to develop a scientific framework for extrapolating
MRLs between species and tissues, or whether additional scientific considerations are required;
and

(iv) Propose potential risk analysis policy for use by CCRVDF when considering extrapolating
MRLs.

79. In response to the request of one delegation to consider the development of MRLs in skin of various
animals, e.g. cattle, goat and sheep, the Committee agreed that this issue would be addressed in the
FAO/WHO expert consultation on dietary exposure assessment (see para. 100) and in the policy on
extrapolation.

80. The Committee considered requests to develop an MRL for ivermectin in cattle’s muscle and to re-
evaluate the ADI. Other delegations also requested to consider the development of MRLs for ivermectin in
rabbit’s muscle and in camel’s tissues. Some delegations pointed out that MRLs for ivermectin had been
established for fat and liver as these were the target tissues and the residue levels in muscle were very low.
The Committee agreed to include the re-evaluation of the ADI of ivermectin in the priority list and, if
necessary, the review of existing MRLs, while noting that data availability would have to be confirmed. In
view of the lack of data on residues of ivermectin in rabbit and camel and the limited availability of data in
cattle muscle, the Committee agreed to include these requests in the database on need for MRLs in
developing countries.

81. One delegation proposed to include gentian violet in the priority list and offered to put together a data
package similar to the one submitted for malachite green. In view of the need to accompany a request for
inclusion in the priority list with a very specific request for JECFA and information on the availability of the
data package, the Delegation agreed to resubmit the request at the next session of the Committee.

82. The Committee agreed to prioritise the list of veterinary drugs included in the priority list by assigning
priority (1) to those compounds with clear indication of data availability and priority (2) to those compounds
for which data availability was not yet confirmed.

83. The Committee agreed to forward the Priority List of Veterinary Drugs for Evaluation or Re-
evaluation by JECFA to the 34™ Session of the Commission, as attached in Appendix V1.

84. The Committee also agreed to establish a physical working group, which would meet immediately
before its next session, under the chairmanship of Australia, to consider the replies to the Circular Letter
requesting members and observers to provide comments and information on the priority list of veterinary
drugs requiring evaluation or re-evaluation by JECFA and the report of the electronic working group on the
database on need for MRLs of developing countries. The Committee reiterated the need to submit requests
for inclusion in the priority list by following the procedures described in the “Risk Analysis Principles
Applied by the CCRVDF"*2,

List veterinary drugs of potential interest for developing countries

85. The Delegation of the United States of America confirmed their offer to continue maintaining the
database on need for MRLs of developing countries. One delegation, while acknowledging the efforts of
developing the database, stressed the importance of identifying mechanisms that would allow moving
compounds from the database to the priority list of veterinary drugs for JECFA evaluation.

86. Many delegations expressed support for continuing the development of the database and the work of
the working group, which assisted in better defining the needs for MRLs of developing countries and data

12 procedural Manual of the Codex Alimentarius Commission
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gaps and had started to give some results in terms of transferring veterinary drugs to the priority list. In view
of the above discussion, the Committee agreed to establish an electronic working group, led by the United
States of America and working in English only and open to all Codex members and observers, charged to: (i)
continue developing and maintaining the database; (ii) identify data gaps and sources of data; and (iii) solicit
support and identify potential sponsors to allow the inclusion in the priority list of veterinary drugs of
interest for developing countries.

FACTORS TAKEN INTO ACCOUNT IN CONNECTION WITH ESTABLISHING THE ADI AND
THE CURRENT PROCESS OF RECOMMENDING MRLs (Agenda Item 8)"

87. The last session of the Committee had agreed to consider further all relevant factors taken into account
in the MRL setting process and, for this purpose, had established an electronic working group led by France
to prepare a discussion paper, and a physical working group to consider the discussion paper and the
comments received, to facilitate the discussion in the plenary session.

88. The Delegation of France presented the outcome of the physical working group that had considered
the issues identified in the discussion paper: the “food basket” content; possible use of the full ADI; use of
Estimated Daily Intake (EDI); and other considerations on how to proceed further.

89. The working group had not recommended the use of regional data for exposure assessment and had
recognised the need for an FAO/WHO expert consultation on exposure assessment methodologies and model
diets (see para. 100) to be used in the assessment of dietary exposure from residues of veterinary drugs, as
already proposed at the last session. The working group had considered the “one meat+one egg+milk”
approach proposed by the United States of America, more accurately described as “one meat+2
eggs+milk+honey”, which could be used without changing the foods listed in the present standard food
basket. In the discussion, it had been noted that this approach might result in higher MRLs and that it could
be helpful to incorporate tissues not listed in the current “food basket”.

90. As regards the possible utilisation of the full ADI, while some delegations expressed support, several
concerns had been raised in the working group on this approach by delegations and by the JECFA
Secretariat, who had clarified that if the estimated exposure exceeds the ADI, the MRLs first derived would
have to be reconsidered, otherwise there was no justification to raise the MRLs in the absence of supporting
data.

91. It had been noted that the EDI was applicable for substances exhibiting chronic toxicity and the TMDI
or other approaches should be applied in the case of acute toxic effects and where the data sets did not allow
estimation of the EDI.

92. The working group had suggested that a request could be forwarded to JECFA to provide for each
recommended MRL a set of values derived from (i) using the TMDI approach, (ii) using the EDI approach,
(iii) using calculations based on the current food basket and (iv) using the “one meat” approach, or (v) using
a series of multiples of the recommended MRLs, based on the normal process of JECFA used to derive
MRLs.

93. The Committee expressed its appreciation to the Delegation of France and to the working group for
their excellent work in order to facilitate discussion on these complex issues.

94. The Delegation of the United States of America highlighted the differences between the current “food
basket” and the “one meat+2 eggs+milk+honey” approach, noted that it could allow the evaluation of MRLs
in other tissues not considered so far but might not be adequate without adjustment of consumption factors in
an international setting, and proposed to consider the consequences of using as much as possible of the ADI,
especially whether this would result in higher MRLs, and proposed to focus on these questions in further
discussions.

13 CX/RVDF 10/19/8; CX/RVDF 10/19/8 Add.1 (Comments of Brazil, European Union, United States of America,
Uruguay); CX/RVDF 10/19/8 Add.2 (Comment of the JECFA Secretariat); CRD 5 (Comments of Kenya); CRD 8
(Comments of Thailand); CRD 9 (Comments of Japan); CRD 11 (Comments of United States of America); CRD 12
(Comments of Panama); CRD 14 (Report of the physical working groups on Factors taken into account in connection
with establishing the ADI a d the current process of recommending MRLs); CRD 18 (Comments of IFAH)
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95. The JECFA Secretariat pointed out that the degree of conservatism of such a model would have to be
evaluated by experts, e.g. in the proposed expert consultation on exposure assessment (see para. 100).

96. The Representative of WHO indicated that the use of the full ADI approach would not be advisable in
the case of antimicrobial substances due to their potential for inducing antimicrobial resistance.

97. The Delegation of Japan pointed out that MRLs should be established taking into account not only
exposure from animal food consumption, but also from all other sources and, therefore, did not support the
use of the full ADI, which may lead to establish higher MRLs. The Delegation also reiterated that the use of
EDI should not be intended to replace the use of TMDI and suggested to develop clear criteria and condition
of use of EDI to avoid unnecessarily high MRLs.

98. Some delegations suggested that JECFA should apply the different approaches considered in the
discussion to a set of data and calculate the resulting MRLs. The JECFA Secretariat explained that confusion
should be avoided as EDI was used as an estimate of chronic dietary exposure, and TMDI in other cases, and
they should not be considered as alternative approaches. Therefore, it was not necessary to carry out such
comparisons. The JECFA Secretariat also recalled that there should be a clear distinction between the
responsibilities of risk assessors and risk managers and that it was the responsibility of the Committee, as
risk manager, to establish MRLs. However, JECFA could consider requests for estimating the impact on
exposure of different MRLSs.

99. The JECFA Secretariat explained that dietary exposure assessment is recognised as a stepwise
approach, each step requiring more data to be achieved. The EHC 240 specifies that each additional step
should decrease the uncertainty around the estimation and ensure that the refined estimate is protective of
consumers. The JECFA Secretariat recommended to keep the current “food basket” as a screening tool and
to further develop refined models. Related data needs would be a task for the expert consultation on exporure
assessment (see para. 100) and for JECFA. A number of delegations expressed some concerns about this
two-step approach.

100. After some additional discussion, the Committee reaffirmed the request, made at its 18" Session*, to
ask FAO and WHO to convene an expert consultation to address the following:

o Review of the current model diet (market basket) approach applied by JECFA,
) Possible simplification of the current food basket tool;

o Possibility to develop several model diets to reflect regional differences in consumption
patterns; and

o Develop approaches for acute and sub-chronic dietary exposure assessment

101. The Committee also recalled that it was requested to review its principles and policies for risk analysis
in the framework of the Strategic Plan and that any new or revised recommendations concerning policies for
MRL setting should be integrated into the Risk Analysis Principles. The Committee, therefore, agreed to
establish an electronic working group that would consider several aspects of risk analysis discussed at the
present session (see also Agenda Item 9 and 12). As regards the issues discussed under the present item, the
Committee agreed that special emphasis should be given to revising Section 3-2 ‘Evaluation of risk
management options’ in order to provide JECFA with specific directions, together with their rationale, on
how to generate and submit for consideration by the Committee a range of acceptable values for each MRL
to be established. The detailed mandate and modalities of the working group, taking into account all
decisions taken at the session, are presented under Agenda Item 12.

RISK MANAGEMENT RECOMMENDATIONS FOR VETERINARY DRUGS FOR WHICH NO
ADI AND MRL COULD BE ESTABLISHED (Agenda Item 9)*°

102. The Delegation of the United States of America briefly introduced the report of the electronic working
group charged to: (i) define the scope for the new work addressing risk management recommendations for
veterinary drugs for which no ADI and/or MRL have been recommended by JECFA due to specific human

1 ALINORM 09/32/31 para. 150
1> CX/RVDF 10/19/9; CRD 5 (Comments of Kenya); CRD 8 (Comments of Thailand); CRD 9 and Add.1 (Comments
of Japan); CRD 10 (Comments of Cuba); CRD 12 (Comments of Panama); CRD 20 (Comments of Costa Rica)
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health concerns or lack of information needed to resolve existing human health concerns; (ii) develop a
process by which the Committee will promulgate risk management recommendations; (iii) make proposals
on how to address the remaining veterinary drugs for which JECFA clearly identified human health concerns
listed in Annex Il of CX/RVDF 09/18/8; and (iv) propose procedures for conveying these risk management

recommendations in the Codex standard setting process™.

103. The Committee recognised the importance for the CCRVDF to deal with the issues related to residues
of veterinary drugs with no ADI and/or MRLs, which could be divided in two main groups: (i) substances
for which no ADI and/or MRLs could be established due to specific health concern; and (ii) substances for
which no ADI and/or MRLs could be established due to the lack of information. Some delegations were of
the view that the differences in the characteristics of the two groups of substances required separate
procedures for the development of risk management recommendations. Other delegations recognised the
complexity of the issues and were of the view that it was important to formulate recommendations aiming at
ensuring that substances for which no ADI and/or MRL could be established for specific health reason
should not be used in food producing animals. Other delegations highlighted the need to identify a process to
ensure timely and proper communication and to develop proper risk communication policies for these
substances.

Policy and procedures for substance with no ADI and/or MRLs

104. The Committee agreed that the recommendations related to the first two tasks of the electronic
working group could be addressed in the framework of the revision of the Risk Analysis Principles Applied
by the CCRVDF, as these recommendations were focusing on the development of a system of policy and
procedures for addressing substances with no ADI and/or MRL rather than the outcomes of the Committee’s
work on these substances.

105. The Delegation of Costa Rica, referring to the written comments presented in CRD 20, highlighted the
need to harmonize limits of detection for veterinary drug residues with no ADI and/or MRLSs to the problems
linked with the use of different analytical methods and the limits of detection that they could achieve.

106. One delegation also suggested that the Committee in collaboration with JECFA establish an
internationally agreed threshold of concern for veterinary drugs with no identified human health concerns for
which no data were available, and were not likely to become available, for conventional evaluation.

107. The Delegation of Japan suggested that, when no ADI and/or MRL was recommended by JECFA due
to lack of information, the Committee might consider developing temporary MRLs taking into account
regional and/or national MRLs, as recommended by the Bangkok workshop held in 2004.

108. In this regard the JECFA Secretariat clarified that the Threshold of Toxicological Concern (TTC) is a
concept based on similar chemical structural classes to be considered and is extensively described in
EHC 240. To date, the scientific basis for the establishment of such classes is not available for veterinary
drugs. One factor that is important to note in this context is the wide variation in chemical structures of
substances used as veterinary drugs. Establishment of risk-based thresholds would also require considerable
amounts of scientific data, information and work.

109. One observer suggested that work on risk management recommendations should also address critically
important antimicrobials and emphasised the importance to have in place a risk management communication
strategy that would allow proper communication on substance with no ADI and/or MRLs due to specific
health concern.

110. In view of the above discussion, the Committee agreed that the electronic working group that would
consider several aspects of risk analysis discussed at the present session (see also Agenda Items 8 and 12)
would develop risk management and risk communication recommendations for veterinary drugs for which
no ADI and/or MRL has been recommended by JECFA either due to specific human health concerns or a
lack of information. The detailed mandate and modalities of the working group, taking into account all the
decisions taken at the session, is presented under Agenda Item 12.

6 ALINORM 09/32/31, para. 165



REP11/RVDF 13

Terms of reference of the CCRVDF

111. It was also noted that the terms of reference of the Committee might not cover the elaboration of risk
management measures other than MRLs and codes of practice. It was suggested to amend the terms of
reference of the Committee to allow for consideration of other matters. In this regard it was suggested to
consider adding to the terms of reference of the Committee a new bullet point similar to point (e) “to
consider other matters in relation to the safety of food and feed containing pesticide residues” of the terms
of reference of the Committee on Pesticide Residues (CCPR).

112. Several delegations supported the proposed amendment to the terms of reference noting that it could
be forwarded to the 34" session of the Commission for adoption and thus allow the Committee to elaborate
other risk management measures than MRLs and codes of practice to address substances with no ADI and/or
MRLs. Other delegations, while not objecting to the proposed amendment, considered it necessary to have
more time to consider the amendment and the possible implication on the Committee’s work.

113. After some discussion, the Committee agreed not to forward at this time the proposed amendment to
the terms of reference to the 34™ session of the Commission for adoption and agreed to circulate the
proposed amendment, as presented in Appendix VIII, for comments and consideration at the next session.

114. The Representative of FAO noted that to deliberate even further on the procedural amendments
necessary to enable the Committee to make risk management recommendations in relation to the matters that
had been already under discussion for several years, was not tenable. The Representative considered that this
represented a step back and given the resources provided by FAO and WHO for the work of the Committee,
as well as the resources and time put in by all others involved, urged the Committee to not delay this process
any longer.

Remaining veterinary drugs for which JECFA clearly identified human health concerns

115. The Committee had some discussion on the way to develop specific risk management
recommendations for those veterinary drugs with no ADI and/or MRL for which JECFA had clearly
identified human health risks. Some delegations were of the view that it was not possible for the Committee
to make recommendations without a procedure and suggested to hold the decision on these compounds until
work on the development of policy and procedures for veterinary drugs with no ADI and/or MRL has been
completed. Other delegations were of the view that the Committee should start work on these
recommendations and suggested to use the same approach of its 18" Session for malachite green and
chloramphenicol (see ALINORM 09/32/31 para. 163) and to include a note in the report that these
substances should not be used in food producing animals.

116. After some discussion, and in recognising the need to begin working on these recommendations, the
Committee agreed to establish an electronic working group, led by the European Union and working in
English only and open to all Codex members and observers, with the following terms of reference:

(i)  To develop risk management recommendations for the following veterinary drugs for which no
ADI and/or MRL has been recommended by JECFA due to specific human health concerns:
crbadox, chloramphenicol, chlorpromazine, malachite green, nitrofurans, nitroimidazoles,
olaquindox, stilbenes (diethylstilbestrol);

(i)  The risk management recommendations should be based on an evaluation of the information
available through the JECFA reports and monographs and through dialogue with the JECFA
secretariats; and

(iii) The risk management recommendations should incorporate the decisions of the 18" Session of
CCRVDEF that chloramphenicol and malachite green should not be used in food producing
animals.

Procedures for conveying risk management recommendations in the Codex standard setting process

117. The Committee noted that Codex Veterinary Drug Residues in Food Online Database'’ included links
to JECFA residues monographs in the FAO JECFA Online Edition: "Residues of some veterinary drugs in

17 http://www.codexalimentarius.net/vetdrugs/data/index.html
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foods and animals™*® and that plans were ongoing to create direct links between the Codex database and the

WHO database of Evaluations of the Joint FAO/WHO Expert Committee on Food Additives (JECFA)™.

118. The Committee further noted that the Codex database only included adopted MRLs and it could be
modified in the future to include other relevant risk management measures adopted by Codex.

DISCUSSION PAPER ON VETERINARY DRUGS IN HONEY PRODUCTION (Agenda Item 10)*°

119. The Delegation of the United Kingdom briefly introduced the report of the electronic working group
charged to: (i) compile and analyse the information received in reply to CL 2009/21-RVDF (requesting
information on veterinary drugs registered for honey production and bee health and data on honey
consumption); and (ii) review the guidelines of good veterinary practice with respect to honey?'.

120. The Committee noted the findings of the electronic working groups that: (i) there was a limited
number of authorised active ingredients use in honey bee treatment with thymol being the most common; (ii)
the limited number of data on honey consumption submitted seemed to support the JECFA proposal to revise
the daily consumption data to 50g/day; and (iii) there was a number of national guidelines on good
veterinary practice that covered several aspects of honey production.

121. The Committee considered the recommendations of the electronic working group as follows:
Prioritization of active ingredients used in honey bee treatment

122. In answer to a question on developing MRLs for substances for which an ADI was already available,
the JECFA Secretariat explained that there were no specific recommendations and/or procedures that JECFA
could follow for recommending MRLs and that JECFA could benefit from the development of specific
guidance.

123. One delegation informed the Committee of their willingness to provide additional data on the
substances used in bee treatment and to support further work on this subject. Another delegation pointed out
that although a number of substances were registered for use in honey bees, they were not aware of any
MRLs for these substances and that it was important to develop a risk assessment policy to establish these
limits. This view was supported by other delegations.

Honey consumption data

124. The Delegation of United Kingdom pointed out that it was not likely that more data would become
available on honey consumption than those submitted in reply to CL 2009/21-RVDF and that additional data
most likely would not change the figure proposed by JECFA, which seemed adequate. In addition, the
Delegation suggested that the cost and resources for generating new data did not justify such an effort.

125. The JECFA Secretariat indicated that the additional data collated by the working group seemed to give
some confidence to the proposed figure for honey consumption of 50 g/day for a high consumer.

126. In view of this discussion, the Committee agreed to forward the additional data to the JECFA
Secretariat and to support the revised figure proposed by JECFA. The Committee invited members to submit
any additional consumption data to the JECFA Secretariat.

Guidance document on good veterinary practice

127. The Committee considered a project document for new work on the development of Guidelines on
Good Veterinary Practice in Honey Production to Minimise and Control Residues of Veterinary Drugs in
Honey, as presented in CRD 15.

128. One delegation indicated that some of the language used in the project document was inconsistent with
the mandate of Codex and the Committee’s terms of reference. In addition, the delegation was of the view

18 http://www.fao.org/ag/agn/jecfa-vetdrugs/search.html

19 http://apps.who.int/ipsc/database/evaluations/search.aspx

2 CX/RVDF 10/19/10; CRD 6 (Comments of Brazil, European Union and Thailand); CRD 12 (Comments of Panama);
CRD 15 (Project document for new work on preparation of Guidelines on Good Veterinary Practice in Honey
Production to Minimise and Control Residues of Veterinary Drugs in Honey, prepared by United Kingdom); CRD 17
(Comments of Uruguay)

2 ALINORM 09/32/31, para. 29




REP11/RVDF 15

that it was premature to consider the development of guidelines before establishing a risk analysis policy for
the establishment of MRLs for veterinary drugs in honey. This view was supported by other delegations
which also indicated that good veterinary practices for use of veterinary drugs in honey production were
better defined at country level.

129. Another delegation, while supporting initiation of new work, was of the view that the elaboration of
good veterinary practice in honey production should focus on best practices for minimizing and control
veterinary drug residues for the purpose of ensuring food safety and human health and that the guidelines
should not cover aspects, such as bee husbandry for disease control and animal health, which were outside
the mandate of Codex.

130. The JECFA Secretariat clarified that information on how veterinary drugs were used in honey bee
production was important to develop procedures for establishing MRLs for honey.

Conclusion

131. After some informal discussion on the scope of the new work and the need to develop a policy for the
establishment of MRLs for honey, the Committee agreed that there was no need to develop a guidance
document on good veterinary practice in honey production because the Guidelines for the Design and
Implementation of National Regulatory Food Safety Assurance Programmes Associated with the Use of
Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009) provided adequate criteria for the
selection of drugs and their use?’. The Committee also agreed that it was more useful to develop a policy for
the establishment of MRLs or other limits in honey taking into account relevant information on data and
criteria used by national authorities for the authorization of veterinary drugs for use in honey bees.

132. Therefore, the Committee agreed to establish an electronic working group, led by the United Kingdom
and working in English only and open to all Codex members and observers, to: (i) collate data from national
authorities which have authorised veterinary drugs for use in bees from which honey is harvested for human
consumption; (ii) to consider the criteria used by national competent authorities and identify common or
related parameters used when authorising these treatments; and (iii) to propose a risk assessment policy for
JECFA when the Committee would require its advice for setting appropriate limits for veterinary drugs in
honey.

DISCUSSION PAPER ON SAMPLING PLAN FOR RESIDUE CONTROL FOR AQUATIC
ANIMAL PRODUCTS AND DERIVED EDIBLE PRODUCTS OF AQUATIC ORIGIN (Agenda Item
11)23

133. The Committee recalled that its last session had finalised the Guidelines for the Design and
Implementation of National Regulatory Food Safety Assurance Programmes Associated with the Use of
Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009) and recognized that the sampling plans
for aquatic animal products and derived edible products of aquatic origin included in Appendix B of the
Guidelines required further consideration. For this purpose it had been agreed to establish an electronic
working group chaired by the United States of America.

134. The Committee noted that the working group had revised the Table in the light of the comments
received but that due to limited participation, some issues remained to be addressed and further input would
be required in order to proceed with this task.

135. Several delegations supported further work on the sampling plan due to its importance for inspection
purposes, while some delegations drew the attention of the Committee to their written comments and
specific proposals to amend the Table.

136. The Committee considered a revised Table prepared by some delegations during the session and
agreed that it should be circulated for further comments. The comments should be considered by an
electronic working group with the mandate of preparing a revised table for aquatic products, including
minimum quantity required for laboratory sample and instruction for collection, for future inclusion in the
Guidelines after these concerns were addressed, and in particular:

22 CAC/GL 71-2009, paras 24-26
% CX/RVDF 10/19/11; CRD 7 (Comments of Brazil, Philippines); CRD 8 (Comments of Thailand); CRD 12
(Comments of Panama); CRD 19 (Comments of Indonesia)
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) What is the appropriate minimum quantity required for laboratory sample in the context of
current analytical technology; and

o The number and size of subsamples (increments) required.

137. In the process, the following aspects should be taken into account: the need for statistical input to
ensure that the laboratory sample is representative of the entire lot; the difference between single source
sampling and multi-source sampling; the fact that residue may vary in the different edible tissues; and the
difference in import verification vs. domestic surveillance and compliance.

138. The working group would be chaired by the United States of America, would work in English and
would be open to all members and observers.

139. Following some discussion on the scope of the work, the Committee agreed to clarify that the mandate
of the electronic working group was to revise the content of Table C and not to consider issues related to
sampling strategy, which were addressed in the current Guidelines.

Status of the Proposed Draft Sampling Plans for Residue Control for Aquatic Animal Products and
Derived Edible Products of Aquatic Origin (Table C, Annex B of the Guidelines for the Design and
Implementation of National Regulatory Food Safety Assurance Programmes Associated with the Use of
Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009))

140. The Committee agreed to circulate the Proposed Draft Table C, as amended at the present session, for
comments at Step 3, review by an electronic working group as indicated above, further circulation for
comments if time allowed, and consideration at the next session (see Appendix VII).

OTHER BUSINESS AND FUTURE WORK (Agenda Item 12)

141. In view of the decisions taken in relation to the discussion on the requests of the 26™ Session of
Committee on General Principles and of the 64™ Session of the Executive Committee (see Agenda Item 2),
on the revision of policies for the establishment of MRLs (see Agenda Item 8) and on policy and procedures
for veterinary drugs with no ADI and/or MRL (see Agenda Item 9), the Committee agreed to integrate all
these decisions in the revision of the Risk Analysis Principles Applied by the CCRVDF and the Risk
Assessment Policy in the setting of Maximum Limits for Residues of Veterinary Drugs in Foods.

142. To carry out this work and pursuing activity 2.2 of the Strategic Framework, the Committee agreed to
establish an electronic working group, co-chaired by France, Japan and the United States of America,
working in English only and open to all Codex members and observers, to develop a working document:

() Revising and updating, as appropriate, the current Risk analysis principles applied by the
CCRVDF (p. 101 - Proc. Manual 19" ed.) and the risk assessment policy for setting MRLVDs
(p.107);

(ii)  Special emphasis shall be given to:

o Revising Section 3-2 “Evaluation of risk management options’ in order to provide JECFA
with specific directions, together with their rationale, on how to generate and submit for
consideration by the Committee a range of acceptable values for each MRL to be
established; and

o Developing risk management and risk communication recommendations for veterinary
drugs for which no ADI and/or MRL has been recommended by JECFA either due to
specific human health concerns or a lack of information.

143. In carrying out this task, the electronic working group will take into consideration the discussion under
Agenda Items 2, 8 and 9 and all written comments submitted under these agenda items.

144. In considering that activity 2.2 of the Strategic Framework should be completed by 2013 and the
frequency of the CCRVDF sessions, the Committee encouraged the electronic working group to start
working on the document as soon as possible so that it could be finalised and circulated well in advance of
the next session of the Committee.

145. In order to facilitate its discussion and progress on the document, the Committee further agreed to
establish a physical working group, co-chaired by France, Japan and the United States of America, which
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would meet immediately before its next session, to consider the working document and the comments
submitted.

CCRVDF CURRENT PROBLEMS AND SOLUTIONS (Agenda Item 12a) **

146. The Chairperson introduced the document and recalled that the purpose of this agenda item was to
have an open and informal exchange of views on problems that the CCRVDF was currently facing and
possible solutions to these problems. He further noted that this was a continuation of the discussion initiated
in the 18™ Session by the previous Chair, which had been well received by the members and observers of the
Committee.

147. The following is a summary of the main points of the discussion.

148. Several delegations expressed members’ disappointment in the total number of adopted Codex MRLs
that have been developed over the 19 sessions of CCRVDF. This disappointment was noted particularly in
light of the Chair’s reflection on the importance for the Committee to ensure consumer safety and develop
trade particularly for developing countries. The Committee noted the list of 70 substances for which MRLs
were needed by members countries (see Annex Il of CX/RVDF 10/19/7). Some delegations noted the
importance of sponsor companies providing data for risk assessment primarily through JECFA,; and also the
potential risk for these companies: (i) where MRLs have been previously established by national authorities;
(ii) significant time is required for adoption of Codex MRLs; (iii) expiry of patent life occurs; and (iv)
potential issues in the trade of commodities derived from treated animals.

149. Some delegations suggested giving consideration to a number of different approaches, taking into
account the increasing demand on both human and funding resources. This included adopting national
MRLs, which have been set in accordance with prevailing JECFA standards, and extrapolation of MRLs to
minor species. Several ideas were expressed and discussed for possible approaches that can be considered by
the Committee as it continues its work in the various electronic working groups established during the
session.

150. The conversation was open and transparent and as such enabled many previously discussed concerns
to be expressed. The Chair thanked the Committee for holding the discussion to facilitate further
consideration of ideas for future work.

DATE AND PLACE OF NEXT SESSION (Agenda Item 13)

151. The Committee noted that its 20™ Session was tentatively scheduled to be held in approximately
18 months time, subject to further discussion between the Codex and United States of America Secretariats
and taking into consideration the schedule and the availability of the report of the next JECFA meeting on
veterinary drugs residues in foods.

# CX/RVDF 10/19/12; CRD 12 (Comments of Panama); CRD 18 (Comments of IFAH)
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SUBJECT MATTER STEP ACTION BY: DOCUMENT REFERENCE
(REP11/RVDF)
Draft Maximum Residue Limits for: 8 34" CAC Para. 49 and Appendix I11
- narasin (pig tissues); and
- tilmicosin (chicken and turkey tissues)
Draft Maximum Residue Limits for: 7 20" CCRVDF Para. 43 and Appendix IV
- narasin (cattle tissues)
Proposed draft Sampling Plans for Residue Control 3 eWG (United Para. 140 and Appendix VI
for Aquatic Animal Products and Derived Edible States of America)
Products of Aquatic Origin (Table C, Annex B of 20" CCRVDF
CAC/GL 71-2009)
Proposed draft Guidelines on performance | 1,2,3 34" CAC Para. 65 and Appendix V
characteristics for multi-residues methods (Appendix eWG (United
to CAC/GL 71-2009) Kingdom and
Canada)

20" CCRVDF
Priority list of veterinary drugs requiring evaluation | 1,2,3 34" CAC Para. 83 and Appendix VI
of re-evaluation by JECFA 20" CCRVDF
Proposed amendments to the Risk Analysis Principles - 20" CCRVDF Para. 12 and Appendix Il

for the CCRVDF for comments and consideration at
the next session

Proposed revision of Risk Analysis Principles applied
by the CCRVDF and the Risk Assessment Policy for
the Setting of MRLs for Veterinary Drugs

eWG (France,
Japan and United
States of America)

Paras 18, 101 and 116

20" CCRVDF
Discussion paper on extrapolation of MRLs to - eWG (Canada) | Para. 78
additional species and tissues 20" CCRVDF
Database on need for MRLs of developing countries - eWG (United Para. 87
States of America)
Proposed amendments to the Terms of Reference of - 20" CCRVDF Para. 113 and Appendix VIII

CCRVDF

Risk management recommendations for the - eWG (European | Para. 116
veterinary drugs for which no ADI and/or MRL has Union)

been recommended by JECFA due to specific human 20" CCRVDF

health concerns

Discussion paper on policy for the establishment of eWG (United Para.131

MRLs or other limits in honey

Kingdom)
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Shizishan Street, Hongsha District,

Wuhan 430070, PR China

Tel: +86 27 8728 7186

Fax: +86 27 8728 2232

Email: yuan5802@mail.hzau.edu.cn

Prof Jianzhong SHEN
Professor

China Agricultural University
Beijing, China 100094

Tel: +86 10 6273 2803

Fax: +86 10 6273 1032

Email: sjz@cau.edu.cn

Dr Claudia LIN

Veterinary Officer

Center for Food Safety

Food and Environmental Hygiene Department
43/F Queensway Government Offices

66 Queensway, Hong Kong

Tel: + 852 2673 0043

Email: clin@fehd.gov.hk

Dr Jeffrey JAI

Senior Veterinary Officer

Center for Food Safety

Food and Environmental Hygiene Department
43/F Queensway Government Offices

66 Queensway

Hong Kong

Tel: + 852 2867 5228

Email: jmhjai@fehd.gov.hk

Dr John LUM

Scientific Officer

Center for Food Safety

Food and Environmental Hygiene Department
4, Hospital Road

Sai Ying Pun, Sheung Wan

Hong Kong

Tel: + 852 3962 2068

Email: jhklum@fehd.gov.hk

COMOROS - COMORES - COMORAS

Mr Mohadji ASNAOUI

Directeur de I’Elevage

Direction Nationale de 1’ Agriculture
fle Autonome de Mwali

Direction Régionale de I’Elevage
Mwali, B.P 25,Fomboni, Comoros
Tel: (269) 772 02 78

Fax: (269) 772 02 78

Email: mohadjiasnaoui@yahoo.fr

COSTA RICA

Dr José Luis ROJAS

Médico Veterinario

Programma Nacional de Residuos
Ministry of Agricultura (MAG) SENASA
Barreal de Heredia, Lagunilla

Heredia — Campus Benjamin Nunez, Costa Rica

Tel: + 506 2260 8300
Fax: + 506 2260 5483
Email: jrojas@senasa.go.cr
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CZECH REPUBLIC - REPUBLIQUE TCHEQUE —
REPUBLICA CHECA

Dr Martina REJTHAROVA

Analytical Chemist, Quality Manager

Institute for State Control of Veterinary Biologicals and
Medicaments

Hudcova 56 A, Brno-Medlanky

Postal Code 621 00, Czech Republic

Tel: +420 541 594 501

Fax: +420 541 212 607

Email: rejtharova@uskvbl.cz

DENMARK - DANEMARK - DINAMARCA

Dr Anne Rath PETERSEN

Veterinary Officer

Danish Veterinary and Food Administration
Moerkhoej Bygade 19, 2860 Soeborg, Denmark
Tel: +4533 9564 10

Fax: +45 33 95 60 60

Email: arp@fvst.dk

EUROPEAN UNION - (MEMBER ORGANIZATION) —
COMMUNAUTE EUROPEENNE (ORGANISATION
MEMBRE) - COMUNIDAD EUROPEA
(ORGANIZACION MIEMBRO)

Dr Risto HOLMA

Policy Officer

European Commission

Health and Consumers Directorate-General, (SANCO)
Rue Froissart 101 -02/48

B-1049 Brussels, Belgium

Tel: +32 2299 86 83

Fax: +322 299 85 66

Email: risto.holma@ec.curopa.cu

Dr Kornelia GREIN

Head of Veterinary Medicines
European Medicines Agency (EMA)
7, Westferry Circus, Canary Wharf,
London E14 4HB, England

Tel: +44 207 4188432

Fax: +44 207 4188447

Email: kornelia.grein@ema.europa.cu

FINLAND - FINLANDE - FINLANDIA

Ms Henriette HELIN-SOILEVAARA
Senior Veterinary Officer

Ministry of Agriculture and Forestry
Department of Food and Health

PO Box 30, 00023 Government, Finland
Tel: +358-9-1605 2721

Fax: +358-9-1605 3338

E-mail: henriette.helin-soilevaara@mmm. fi
FRANCE - FRANCIA

Mr Alexandre BLANC-GONNET

Inspectéur de Santé de Publique Vétérinaire

Ministere de l'agriculture, de I’alimentation et de la péche —
DGAL

Direction Générale de I’alimentation, Bureau des intrants et
de la santé publique en élevage

251 Rue de Vaugirard

75532 Paris CEDEX 15, France

Tel: +33 1 4955 5804

Fax: +33 1 49 55 4398

Email: alexandre.blanc-gonnet@agriculture.gouv.fr
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Mr Pascal AUDEBERT

Point de contact du Codex Alimentarius en France
Premier Ministre

Secrétariat général des Affaires européennes

2, boulevard Diderot

75572 Paris CEDEX 12, France

Tel: +33 144 87 16 03

Fax: +33 14487 16 04

Email: sgae-codex-fr@sgae.gouv.fr;
pascal.audebert@sgae.gouv.fr

GERMANY - ALLEMAGNE - ALEMANIA

Dr Undine BUETTNER-PETER

Ministerialrétin

Bundesministerium fiir Erndhrung, Landwirschaft und
Verbraucherschutz

Rochusstraf3e. 1,

D-53123 Bonn, Germany

Tel: +49 (0) 228 99 529 4644

Fax: +49 (0) 228 99 529 4946

Email: 325@bmelv.bund.de

Dr Ludwig KLOSTERMANN

Head of Public Affairs & Issues Management
Bayer Animal Health GmbH

Gebiaude 6210,

51368 Leverkusen, Germany

Tel: +49(0) 2173 38 3861

Fax: +49(0) 2173 38 2823

Email: Ludwig.klostermann@bayerhealthcare.com

Dr Alexander BOETTNER

Head of Global Regulatory Strategy
Intervet Innovation GmbH

Zur Propstei

55270 Schwabenheim, Germany

Tel: +49 (0) 6130-948-190

Fax: +49 (0) 6130-948-504

Email: alexander.boettner@sp.intervet.com

Dr Wolfgang RADECK

Scientific Officer

BVL (Federal Office of Consumer Protection and Food
Safety)

Department 5

Diedersdorfer Weg 1

12277 Berlin, Germany

Tel: +49/30 18 412-2325

Fax: +49/30 18 412-2300

Email: wolfgang.radeck@bvl.bund.de

Dr Stefan SCHEID

Head of Unit

BVL (Federal Office of Consumer Protection and Food
Safety)

Department 5

Mauerstrafe 39-42

D-10117 Berlin, Germany

Tel: +49/30 18 444-30500

Fax: +49/30 18 444-30009

Email: stefan.scheid@bvl.bund.de

Dr Martin SCHNEIDEREIT

Executive Director

Bundesverband fiir Tiergesundheit e.V. (BFT)
Schwertberger Str. 14

D-53177 Bonn, Germany

Tel: +49 228 318 296

Fax: +49 228 318 298

Email: m.schneidereit@bft-online.de
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Dr Monika LAHRSSEN-WIEDERHOLT

Head of Department

Federal Institute of Risk Assessment

Thielallee 88-92

D-14195 Berlin, Germany

Tel: +49 (0) 30 18412 2362

Fax: +49 (0) 30 18412 2982

Email: Monika.Lahrssen-Wiederholt@bfr.bund.de

GHANA

Dr Musheibu MOHAMMED-ALFA

Principal Regulatory Officer

Head of Animal Products and Biosafety Department
Food and Drugs Board

P.O. Box CT 2783

Cantonments — Accra, Ghana

Tel: +233 244 337247

Fax: +233 21 227994

Email: Mushalfal07@yahoo.co.uk
HAITI - HAITI — HAITI

Mr Louis Michel ALAIN

Directeur

Laboratoire Veterinaire et de Controle de Qualité des
Aliments de Tamarinier (LVCQAT)

Ministere de I'Agriculture des Ressources Naturelles et du
Developpement Rural (MARNDR)

Kml5, Bon repos, Port-au-Prince Haiti

Tel: +(509) 3681 8472; +(509)3638-2148

Email: michelalainlouis@yahoo.com

HUNGARY — HONGRIE ~-HUNGRiA

Eva KUSNYARIK

Ministry of Rural Development
Kossuth Ter 9-11

Budapest, Hungary

Tel: +36706134569

Fax: +36 12156193

Email: KusnyarikE@mgszh.gov.hu

INDONESIA — INDONESIE

Mrs Sri SULASMI

Deputy Director

Directorate for Quality and Standardization,
Directorate General of Processing and Marketing of
Agriculture Products

Ministry of Agriculture

Kementerian Pertanian

Gedung D Lantai 3

J1. Harsono RM No.3 Ragunan

Jakarta Selatan, 12550 Indonesia

Tel: +62-21-7815881

Fax: +62-21-7811468

Email: ciami_12@yahoo.com

Mr Timbul SITUMORANG

First Secretary

Embassy of the Republic of Indonesia

2020 Massachusetts Avenue, N.W.
Washington, DC 20036

Tel: +1(202) 775 5245

Fax: +1 (202) 775 5241

Email: t.situmorang@embassyofindonesia.org
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Dr Fadjar Sumping TJATUR RASA

Head of Sub Directorate of Food of Animal Origin
Directorate of Veterinary Public Health
Directorate General of Livestock Services,
Ministry of Agriculture, Republic of Indonesia
Ministry of Agriculture Office,

Building C, 8" Floor,

J1. Harsono RM No.3 Ragunan,

Jakarta Selatan, 12550 Indonesia

Tel: +62 21 7815780

Fax: +62 21 7807489

Email: fadjarstr@yahoo.com

Dr Reza Shah PAHLEVI

Deputy Director, Directorate of Fish Health and Environment
Directorate General of Aquaculture,
Ministry of Marine Affairs and Fisheries
Kantor Pusat Kementerian Pertanian
Gedung B Lantai 6,

Jalan Harsono RM No 3 Ragunan
Jakarta Selatan, 12550 Indonesia

Tel: +62 81317432328

Fax: +62 21 7827844

Email: pahlevir_program@yahoo.com

Mr Dominicus SUPRATIKTO

Acting Director of Trade , Industry, Investment and
Intellectual Property Rights

Ministry of Foreign Affairs

J1. Taman Pejambon No.6

Jakarta, 10110 Indonesia

Tel: +62 213812133

Fax: +62 21 3519593

Email: TIKTODOM@yahoo.com

IRELAND

Dr Alma FLACK

Director, Central Meat Control Laboratory
Department of Agriculture, Fisheries and Food
Backweston Campus

Youngs Lane, Celbridge Co. Kildare
Celbridge, Ireland

Tel: +35316157350

Fax: +35316157369

Email: alma.flack@agriculture.gov.ie
ITALY - ITALIE - ITALIA

Mr Ciro IMPANATIELLO

Ministero Delle Politiche Agricole, Alimentari e Forestali
Tel: +3906 466 560 46

Fax: +

Email: c.impagnatiello@politicheagricola.gov.it

JAPAN — JAPON — JAPON

Mr Kenji URAKAMI

Deputy Director

Standard and Evaluation Division
Department of Food Safety

Ministry of Health, Labour, and Welfare
1-2-2, Kasumigaseki, Chiyoda-ku,
Tokyo, 100-8916, Japan

Tel: +81-3-3595-2341

Fax: +81-3-3501-4868

Email: codexj@mhlw.go.jp
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Ms Noriko ISEKI

Senior Technical Officer, International Affairs—Food Safety
& Codex

Division of Policy Planning and Communication
Department of Food Safety

Ministry of Health, Labor and Welfare

1-2-1 Kasumigaseki, Chiyoda-ku

Tokyo, 100-8916, Japan

Tel: +81-3-3595-2326

Fax: +81-3-3503-7965

Email: codexj@mhlw.go.jp

Dr Takatoshi SAKAI

Senior Researcher

National Institute of Health Sciences
Kamiyoga 1-18-1, Setagaya-ku
Tokyo, 158-8501, Japan

Tel: +81 3 3700 1141

Fax: +81 3 3707-6950

Email: tasakai@nihs.go.jp

Dr Ken NODA

Associate Director for Veterinary Medicinal Products
Administration

Animal Product Safety Division

Food Safety and Consumer Affairs Bureau

Ministry of Agriculture, Forestry, and Fisheries

1-2-1 Kasumigaseki, Chiyoda-ku

Tokyo, 100-8950, Japan

Tel: +81-3-3502-8181 ext.4532

Fax: +81-3-3502-8275

Email: ken_noda@nm.maff.go.jp

Dr Yuko ENDO

Section Leader (Quality Assay Section)
Assay Division 11

National Veterinary Assay Laboratory, MAFF
1-15-1 Tokura Kokubunji

Tokyo 185-8511, Japan

Tel: +81 42 321 1849

Fax: +81 42 321 1769

Email: endoyuk@nval.maff.go.jp

Mr Yoshikiyo KONDO

Associate Director (International Affairs)

Food Safety and Consumer Policy Division
Food Safety and Consumer Affairs Bureau
Ministry of Agriculture, Forestry, and Fisheries
1-2-1 Kasumigaseki, Chiyoda-ku

Tokyo, 100-8950, Japan

Tel: +81-3-3502-8732

Fax: +81-3-3507-4232

Email: yoshikiyo_kondo@nm.maff.go.jp

Dr Saiki IMAMURA

Section Chief for Policy Planning of Veterinary Medicinal
Products

Animal Product Safety Division

Food Safety and Consumer Affairs Bureau

Ministry of Agriculture, Forestry, and Fisheries

1-2-1 Kasumigaseki, Chiyoda-ku

Tokyo, 100-8950, Japan

Tel: +81-3-3502-8701

Fax: +81-3-3502-8275

Email: saiki_imamura@nm.maff.go.jp
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Ms Minori SHIMADA

Senior Staff for Feed / Fertilizer

Food Safety Commission Secretariat
Cabinet Office

Akasaka Park Building 22F 5-2-20 Akasaka,
Minato-Ku, Tokyo, 107-6122, Japan

Tel: +81 3 6234 1151

Fax: +81 3 3584 7391

Email: minori.shimada@cao.go.jp

Mr Hiroshi OTAKI

Technical Adviser

Japan Food Hygiene Association
2-6-1 Jinguumae, Shibuya-ku
Tokyo, 151-0001, Japan

Tel: +81-3-3403-2112

Fax: +81-3-3403-2384

Email: hiroshi.otaki@novartis.com

Mr Kazuo FUKUMOTO
Technical Adviser

Japan Food Hygiene Association
2-6-1 Jinguumae, Shibuya-ku
Tokyo, 151-0001, Japan

Tel: +81-3-3403-2112

Fax: +81-3-3403-2384

Email: fukumoto_ kazuo@Lilly.com

KENYA - KENIA

Dr Alan AZEGELE

Senior Assistant Director of Veterinary Services
Department of Veterinary Services

P.O. Box 441

Nairobi, 00618 Kenya

Tel: +254 722968989

Fax: +254 20 631273

Email: ae_allan@yahoo.com

KOREA, REPUBLIC OF — COREE, REPUBLIQUE DE
— COREA, REPUBLICA DE

Dr Hwan Goo KANG

Deputy Director

Toxicology & Chemistry Division
National Veterinary Research &
Quarantine Service

Ministry of Food, Agriculture, Forestry, and Fisheries
335, Joongangro

Manan-gu, Anyang-city
Gyeonggi-do, Korea (430-824)
Tel: +82 31 467 1837

Fax: +82 31 467 1845

Email: kanghg69@korea.kr

Dr Jeong Woo KANG

Scientific Official

National Veterinary Research & Quarantine Service
Ministry of Food, Agriculture, Forestry, and Fisheries
480, Anyang-6-dong

Manan-gu, Anyang-city

Gyeonggi-do, Korea (430-824)

Tel: +82 31 467 1837

Fax: +82 31 467 1845

Email: hijach@korea.kr



REP11/RVDF Appendix |

Dr Moo-Hyeog IM

Deputy Director

Food Standard Division

Korea Food & Drug Administration
194 Tongil-ro, Eunpyung gu

Seoul, Korea, 122-704

Tel: +82 2 380 1690

Fax: +82 2 382 4892

Email: imh0119@korea.kr

Dr Hee Ra PARK

Deputy Director

Food Chemical Residues Division

National Institute of Food and Drug Safety Evaluation
Korea Food & Drug Administration

194 Tongil-ro, Eunpyung gu,

Seoul, Korea, 122-704

Tel: +82 2380 1674

Fax: +82 2 355 6037

Email: heera@kfda.go.kr

Ms Sunghion YI

Scientific Officer, Food Microbiologist
Ministry of Health and Welfare

75 Yulgong-ro, Jongro-gu

Seoul, Korea

Tel: +82-2-2023-7794

Fax: +82-2-2023-7780

Email: sunghion@korea.kr
LIBYAN ARAB JAMAHIRIYA - JAMAHIRIYA

ARABE LIBYENNE — JAMAHIRIJA ARABE LIBIA

Dr Mohamed ZURGHANI

Member of Libyan Codex Committee

National Center for Standardization and Metrology
P.O. Box 9496

Tripoli, Libyan Arab Jamahiriya

Tel: +218914378542

Fax: +218213506599

Email: taha.zorgani@yahoo.com

MADAGASCAR

Mr Nirina Sitefana RATAHINJANAHARY
Responsable Qualité au Laboratoire du Ministere du
Commerce

Lot IIJ 159 bis

Ivandry, Antananarivo

Madagascar

Tel: +261 2 4096293

Email: mirina_tahina2008@yahoo.fr

MALAWI

Dr Bernard CHIMERA
Deputy Director for Animal Health
Ministry of Agriculture and Food Security

Department of Animal Health and Livestock Development

P.O. Box 2096

Lilongwe, Malawi

Tel: +265-9-315-766

Fax: +265-1-751-349

Email: bernard.chimera@yahoo.com
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MALI - MALI

Mr Mamadou MANDE SIDIBE
Ministere de Elevage & Péche
DNPIA

BP: 265

Bamako, Mali

Tel: +(223) 66788603

Fax: +(223) 2023 1217

Email: ndiobo_3@hotmail.com

Mr Sékouba KEITA

Chef de Division

Appui Scientifique et Technique a I’¢élaboration de la
Réglementation/ Documentation

Ministére de la Santé

Agence Nationale de la Sécurité Sanitaire des Aliments
Quartier du Fleuve, Centre Commercial,

Rue: 305, BP: E2362

Bamako, Mali

Tel: +(223) 20 22 07 54/ 7915 60 31

Fax: +(223) 7915 60 31

Email: sekokake@yahoo.fr

MAURITANIA — MAURITANIE

Dr Ould el Mamy Beyatt AHMED BEZEID
Head of Infectious Disease Service

CNERYV (National Veterinary Service)
CNERYV, 167, Nouakchott

Nouakchott, 00 Mauritania

Tel: +222 252 765

Fax: +222 525 2803

Email: bezeid07@yahoo.fr

Dr Mohamed BRAHIM ELKORY

Point Focal National de Codex

Directeur Institut National de Recherches en Santé Publique
Ministére de la Santé

BP 695

Nouakchott, Mauritania

Tel: +222 525 3134

Fax: +222 529 2645

Email: melkory69@yahoo.fr

MEXICO -MEXIQUE

Dr Ivan JUAREZ RODRIGUEZ

Jefe del Departmento de Regulacion y Registros de Productos
Veterinarios

SAGARPA / SENASICA

Avenida Cuauhtémoc 1230 Piso 10

Colonia Santa Cruz Atoyac

Meéxico, DF CP 03310 México

Tel: +52 55 5905 1000 EXT 51073

Fax: +52

Email: ivan.juarez@senasica.gob.mx

Dr Martha Laura DOMINGUEZ

Jefa del Departamento de Residuos Téxicos y Contaminantes
Servicio Nacional de Sanidad, Inocuidad y Calidad
Agroalimentaria (SENASICA)

Carretera Cuernavaca-Cuautla No. 8534. Col. Progreso
Jiutepec, Morelos, 62550-México

Tel: +52 (55)5905 1000 Ext.53104

Email: martha.dominguez(@senasica.gob.mx
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Mrs Mildred VILLANUEVA

Technical Manager

Mexican Meat Council

AV. De Las Fuentes 41A piso 6-603

Col Lomas de Tecamachalco

Naucalpan, Edo. De Mexico, 53950 Mexico
Tel: +52 (55) 5589 7771; +52 (55)1019 2487
Email: mildred_villanueva@hotmail.com

MOROCCO - MAROC - MARRUECOS

Dr Leila AOUED

Poison Control Center of Morocco
Centre Anti Poison du Maroc
Departrment of Toxicoviglance
Rue Lamfadel Charkaoui

Madinat Al Irfane

B.P. 6671 Rabat 10100 Morocco

Email: lailal 1sale@hotmail.com

Mr Wahabi RACHID

Head of Environmental Health Department

Ministry of Health

Division de I’Hygi¢ne du Milieu

Direction de I’Epidémiologie et de la Lutte contre les
Maladies

71, bd ibnou sina , Rabat 10080, Morocco

Tel: +212 661 33 84 52

Fax: +212 537 67 11 74

Email: wahabirachid3@gmail.com
MOZAMBIQUE

Mrs Ana Paula BALOI

Director

Ministry of Fisheries — National Institute of Fish Inspection
Rua Bagamoio No 143

Maputo, Mozambique

Tel: +258-21-315228; +258-21-3152262

Fax: +258-21-315230

Email: apbaloi@inip.gov.mz

Mrs Maria Luiz Conceicio FERNANDES

Head of Fish Inspection Laboratory

Ministry of Fisheries — National Institute of Fish Inspection
Rua Bagamoio No 143

Maputo, Mozambique

Tel: +258-21-315228; +258-21-3152262

Fax: +258-21-315230

Email: mluiz50@gmail.com

NEW ZEALAND — NOUVELLE-ZELANDE — NUEVA
ZELANDIA

Dr Bill JOLLY

Deputy Director (Assurances)

New Zealand Food Safety Authority
Ministry of Agriculture & Forestry
86 Jervois Quay

PO Box 2835

Wellington, New Zealand

Tel: +64 4 894 2621

Fax: +64 4 894 2675

Email: bill.jolly@nzfsa.govt.nz
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Mr Warren HUGHES

Senior Manager (ACUM Standards)
New Zealand Food Safety Authority
Ministry of Agriculture & Forestry
86 Jervois Quay

PO Box 2835

Wellington, New Zealand

Tel: +64 4 894 2560

Fax: +64 4 894 2675

Email: warren.hughes@nzfsa.govt.nz
NETHERLANDS - PAYS-BAS — PAISES BAJOS

Mr Floris LEIJDEKKERS

Policy Officer

Ministry of Agriculture, Nature & Food Quality
P.O. Box 20401

NL - 2500 EK, The Hague

Tel: +31 70 378 6029

Fax: +31 70 378 6141

Email: f.b.leijdekkers@minlnv.nl
NIGERIA

Mrs Veronica Nkechi EZEH

Assistant Director

National Agency for Food and Drug Administration and
Control (NAFDAC)

EID Headquarters

Abuja, Nigeria

Tel: +234 8033134729

Fax: +

Email: nkhuuuu@yahoo.com

Mr Dennis Uzoma ONYEAGOCHA
Deputy Director (Food Safety)
Federal Ministry of Health

P.M.B 083 Garki, Abuja

FCT, Nigeria

Tel: +234 8033147808

Fax: +

Email: dennyo_2003@yahoo.com

Mr Abimbola ADEGBOYE

Assistant Director

National Agency for Food and Drug Administration and
Control (NAFDAC)

Plot 2032, Olusegun

Obasanjo Way, Zone 7

Abuja, Nigeria

Tel: + 234 805 137 0810

Fax: +

Email: adegboye.a@nafdac.gov.ng

Ms Ebreowong ETTEH

Deputy Director

National Agency for Food and Drug Administration and
Control (NAFDAC)

Plot 2032

Obasanjo Way

Abuja, Nigeria

Tel: +234 802 302 6567

Fax: +

Email: ebreowong@yahoo.com
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NORWAY — NORVEGE — NORUEGA

Mr Stian JOHNSEN

Adviser

Norwegian Food Safety Authority
Head Office

Felles Postmottak, P.O. Box 383
N-2381 Brumunddal, Norway
Tel: +47 23216720

Fax: +47 23216801

Email: stijo@mattilsynet.no

Dr Ole TAUGBOL

Senior Adviser

Norwegian Food Safety Authority
Head Office

Felles Postmottak, P.O. Box 383
N-2381 Brumunddal, Norway
Tel: +47 23216874

Fax: +47 23216801

Email: ole.taugbol@mattilsynet.no

PANAMA - PANAMA

Ms Carmen E. PERALTA MEDINA

Licenciada en Quimica

Ministerio de Desarrollo Agropecuario (MIDA)
Direccion de Salud Animal

Panama

Tel: +(507)266-0187, 266-2303

Fax: +(507) 220-3266, 266-2943

Email: carperm27@yahoo.com / cperalta@mida.gob.pa

Ms Vilma VEGA

Ingeneria de Alimentos

Autoridad Panameiia de Seguridad de Alimentos (AUPSA)
Panama, Rep. de Panaméa Ave. Ricardo J. Alfaro, Sun Tower
Mall, piso 2, Local 26

Panama

Tel: +(507) 5220000

Fax: +(507) 5220014

Email: vvega@aupsa.gob.pa

PAPUA NEW GUINEA - PAPOUASIE-NOUVELLE-
GUINEE -PAPUA NUEVA GUINEA

Mr Elias TATA

Program Manager

Department of Agriculture and Livestock
P.O. Box 2141, Boroko, NCD

Port Moresby, Papua New Guinea

Tel: +675 340 2107

Fax: +675 321 1125

Email: eliastaia@yahoo.com

PHILIPPINES - FILIPINAS

Dr Marvin VICENTE

Supervising Meat Control Officer
National Meat Inspection Service
Department of Agriculture

Visayas Avenue, Diliman

Quezon City 1101, Philippines

Tel: +632 924 7971; + 632 924 7980
Fax: +632 924 7973

Email: vicentemarvin@yahoo.com

28

Dr Alpha MATEO

Science Research Specialist 11

Department of Agriculture (DA — BAFPS)

Bureau of Agriculture and Fisheries Product Standards
BPI Compound Visayas Avenue

Diliman, Quezon City, Philippines 1101

Tel: +632 920 6131

Fax: +632 455 2858

Email: alpha_mateo@yahoo.com; bafpsda@yahoo.com.ph

PORTUGAL

Dr Helena PONTE

Service Director

Direcc¢do-Geral de Veterinaria

Largo da Academia Nacional de Belas Artes N°2
1249-105 Lisboa, Portugal

Tel: +351 21 323 95 36

Fax: +351 21 323 95 65

Email: Hponte@dgv.min-agricultura.pt;
Helena.Ponte@dgv.min-agriculture.pt

SPAIN — ESPAGNE - ESPANA

Ms Gema CORTES RUIZ

Senior Assesor

Agencia Espailola del Medicamento (AEMPS)
Campezo 1

28022 — Madrid, Espaiia

Tel: +3491 8225 431

Fax: +3491 8225 443

Email: gcortes@aemps.es
SRI LANKA

Prof Preeni ABEYNAYAKE

Professor of Veterinary Pharmacology

Faculty of Veterinary Medicine & Animal Science
University of Peradeniya

Peradeniya, Sri Lanka

Tel: +94 081 2388205

Fax: +94 81 2389136

Email: preeniab@yahoo.com

SWEDEN -SUEDE - SUECIA

Dr Viveka Larsson

Senior Veterinary Officer

National Food Administration

Box 622, SE — 75126 Uppsala, Sweden
Tel: +4618 1755 00

Fax: +4618 1058 48

Email: bvila@slv.se

Ms Bitte ASPENSTROM — FAGERLUND
Toxicologist

National Food Administration

Box 622, SE 75126 Uppsala, Sweden

Tel: +46 1817 1446

Fax: +46 1810 5848

Email: bfas@slv.se
SWITZERLAND - SUISSE - SUIZA

Ms Margrit ABEL-KROEKER
Med. Vet./Scientific Staff

Swiss Federal Office of Public Health
Consumer Protection Directorate
Food Safety Division

CH - 3003 Berne, Switzerland

Tel: +41 31 32591 94

Fax: +41 31 322 95 74

Email: margrit.abel@bag.admin.ch



REP11/RVDF Appendix |

Dr Marguerite-Anne SIDLER PFAENDLER
Dr. sc nat./Scientific Staff

Swiss Federal Office of Public Health
Consumer Protection Directorate

Food Safety Division

CH - 3003 Berne, Switzerland

Tel: +41 43 322 21 81

Fax: +41 43 32221 91

Email: marguerite-anne.sidler@bag.admin.ch

Mr Thierry DELATOUR

Nestle Research Centre
Vers-chez-les-Blanc

1000 Lausanne 26, Switzerland

Tel: +41.21.785.9220

Fax: +41 21.785.5350

Email: thierry.delatour@rdls.nestle.com

THAILAND - THAILANDE - TAILANDIA

Dr Nanthiya UNPRASERT

Deputy Director-General

Department of Fisheries

50 Paholyothin Road, Ladyao, Chatujak

Bangkok 10900, Thailand

Tel: +66 2562 0526

Fax: +66 2562 0526

Email: nanthiyau@fisheries.go.th; nanthiyau@gmail.com

Ms Promporn NAGALAKSANA
Pharmacist

Food and Drug Administration
88/24 Tiwanon Rd, Muang
Nonthaburi 11000, Thailand

Tel: +66 2590 7058

Email: prompornnaga@hotmail.com

Ms Yupa LAOJINDAPUN

Senior Standards Officer

National Bureau of Agricultural Commodity and Food
Standards (ACFS)

Ministry of Agriculture and Cooperative

50 Phaholyothin Road, Ladyao Chatuchak

Bangkok 10900, Thailand

Tel: +66 2561 2277 ext. 1458

Fax: +66 2561 3373; 662 561 3357

Email: yapa@acfs.go.th; laojindapun@gmail.com

Mr Krit BOONYAWATTANA

Standards Officer

National Bureau of Agricultural Commodity and Food
Standards (ACFS)

50 Phaholyothin Road, Ladyao Chatuchak

Bangkok 10900, Thailand

Tel: +66 2561 2277 ext. 1420

Fax: +66 2561 3373

Email: krit_b@acfs.go.th; k_boonyawat@hotmail.com

Dr Wimolporn THITISAK

Director

Bureau of Quality Control of Livestock Products
91 M 4, Tivanon Rd

Bangkadi, Muang Pathuthani

Pathuthani, Thailand 12000

Tel: +66 2967 9741

Fax: +66 2967 9741

Email: wimolporn2000@yahoo.com

29

Miss Kanuengnit KORTHAMMARIT
Senior Veterinary Expert

Department of Livestock Development
69/1 Phyathai Road, Rajathavee
Bangkok 10400, Thailand

Tel: +66 2653 4440

Fax: +66 2653 4917

Email: doctornit@yahoo.com

Dr Boonpeng SANTIWATTANATAM
Board of Directors

The Federation of Thai Industries

Queen Sirikit National Convention Center
Zone C, 4" Floor

60 New Rachadapisek Rd., Klongtoey
Bangkok 10110, Thailand

Tel: +66 2345 1167

Fax: +66 2345 1281-3

Email: Boonpeng@cpf.co.th

TOGO

Dr Danto Ibrahim BARRY
Veterinaire Inspecteur
Direction de L’elevage

S/C Direction de L’elevage
BP 4041 Lome, Togo

Tel: +228 934 6616

Fax: +

Email: dantibarry@yahoo.fr

TURKEY - TURQUIE - TURQUIA

Dr Aysin BASSATAN YORULMAZ

Veterinary Surgeon

Ministry of Agriculture and Rural Affairs

General Directorate of Protection and Control

Etlik Central Veterinary Control and Research Institute
Akay Cad. No:3 Bakanliklar/Ankara 06020

Tel: +90 312 326 090

Fax: +90 312 3211755

Email: aysinby@yahoo.com; codex@kkgm.gov.tr

UNITED KINGDOM - ROYAUME-UNI - REINO
UNIDO

Mr John FITZGERALD

Director of Operations

Veterinary Medicines Directorate
Woodham Lane, New Haw

Addlestone, Surrey

KTIS 3LS, United Kingdom

Tel: +44 1932 338303

Fax: +44 1932 338348

Email: j.fitzgerald@vmd.defra.gsi.gov.uk

Dr Jack KAY

Head of R&D Veterinary Medicines Directorate
Woodham Lane, New Haw

Addlestone, Surrey

KTIS 3LS, United Kingdom

Tel: +44 1932 338323

Fax: +44 1932 336618

Email: j.kay@vmd.defra.gsi.gov.uk




REP11/RVDF Appendix |

UNITED STATES OF AMERICA- ETATS-UN'IS
D’AMERIQUE - ESTADOS UNIDOS DE AMERICA

Dr Kevin GREENLEES

Head of Delegation

Senior Advisor for Science and Policy
U.S. Department of Health and Human Services
Food and Drug Administration

Center for Veterinary Medicine

Office of New Animal Drug Evaluation
7520 Standish Place, MPN1

Rockville, MD 20855, United States
Tel: +1-240-276-8214

Fax: +1-240-276-9538

Email: Kevin.Greenlees@fda.hhs.gov

Dr Charles PIXLEY

Alternate Delegate

Director of Laboratory Quality Assurance Division
U.S. Department of Agriculture

Food Safety and Inspection Service

950 College Station Road

Athens, GA 30605, United States

Tel: +1-706-546-3559

Fax: +1-706-546-3452

Email: Charles.Pixley@fsis.usda.gov

Ms Brandi L. ROBINSON

Executive Manager for the Delegation
Biologist

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Veterinary Medicine

Office of New Animal Drug Evaluation
7520 Standish Place, MPN1

Rockville, MD 20855, United States
Tel: +1-240-276-8359

Fax: +1-240-276-9538

Email: Brandi.Robinson@fda.hhs.gov

Dr Lynn FRIEDLANDER
Supervisory Physiologist

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Veterinary Medicine

Office of New Animal Drug Evaluation
Division of Human Food Safety
Residue Chemistry Team, HFV-151
7500 Standish Place, MPN2

Rockville, MD 20855, United States
Tel: +1-240-276-8226

Fax: +1-240-276-8118

Email: Lynn.Friedlander@fda.hhs.gov

Dr Dong YAN

Biologist

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Veterinary Medicine

Office of New Animal Drug Evaluation

7500 Standish Place, MPN2

Rockville, MD 20855, United States

Tel: +1-240-276-8117

Fax: +1-240-276-8118

Email: Dong.Yan@fda.hhs.gov

30

Dr Philip KIJAK

Director, Division of Residue Chemistry

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Veterinary Medicine

Office of Research

8401 Muirkirk Road, MOD2

Laurel, MD 20708, United States

Tel: +1-301-210-4589

Fax: +1-301-210-4653

Email: Philip.Kijak@fda.hhs.gov

Dr Karen EKELMAN

Director, Division of Human Food Safety

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Veterinary Medicine

Office of New Animal Drug Evaluation

7500 Standish Place, MPN2

Rockville, MD 20855, United States

Tel: +1-240-276-8225

Fax: +1-240-276-8118

Email: Karen.Ekelman(@fda.hhs.gov

Dr Kenneth HINGA

International Trade Specialist

U.S. Department of Agriculture
Foreign Agriculture Service

1400 Independence Avenue, SW
Washington, DC 20250, United States
Tel: +1-202-720-0969

Fax: +1-202-720-0433

Email: Kenneth.Hinga@fas.usda.gov

Miss Sara KUCENSKI

Agriculture Scientific Analyst

U.S. Department of Agriculture
Foreign Agriculture Service

1400 Independence Avenue, SW
Washington, DC 20250, United States
Tel: +1-202-720-6741

Fax: +1-202-720-0433

Email: Sara.Kucenski@fas.usda.gov

Dr Amber McCOIG

Veterinarian/Consumer Safety Officer

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Food Safety and Applied Nutrition
5100 Paint Branch Avenue

College Park, MD 20740, United States

Tel: +1-301-436-2131

Email: Amber.McCoig@fda.hhs.gov

Ms Karen STUCK

U.S. Codex Manager

U.S. Department of Agriculture
Washington, DC 20250, United States
Tel: +1-202-720-2057

Fax: +1-202-720-3157

Email: Karen.stuck@osec.usda.gov

Mr Ken LOWERY

International Issues Analyst

U.S. Codex Office

Food Safety and Inspection Service
U.S. Department of Agriculture
Washington, DC 20250, United States
Tel: +1-202-690-4042

Fax: +1-202-720-3157

Email: Kenneth.lowery@fsis.usda.gov




REP11/RVDF Appendix |

Ms Barbara McNIFF

Senior International Issues Analyst
U.S. Codex Office

Food Safety and Inspection Service
U.S. Department of Agriculture
Washington, DC 20250, United States
Tel: +1-202-690-4719

Fax: +1-202-720-3157

Email: Barbara.mcniff@fsis.usda.gov

Dr Olutosin (Remi) IDOWU

Chemist

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Veterinary Medicine

Office of New Animal Drug Evaluation
7580 Standish Place, MPN2

Rockville, MD 20855, United States
Tel: +240-276-8215

Fax: +240-276-8118

Email: olutosin.idowu@fda.hhs.gov

Dr Richard L. ELLIS

Technical Advisor to US Delegate
RLE Consult

8081 Wacobee Drive

Myrtle Beach, SC 29579, United States
Tel: +1-843-278-8188

Fax: +1-843-492-5154

Email: Rle_foodsafety@yahoo.com

Dr Todd ARMSTRONG

Director, Regulatory Affairs

Elanco Animal Health

P.O. Box 708

2500 Innovation Way

Greenfield, IN 46140, United States
Tel: +1-317-655-0957

Fax: +1-317-277-4755

Email: TArmstrong@lilly.com

Dr Richard COULTER

Vice President, Scientific and Regulatory Affairs
Phibro Animal Health

65 Challenger Road

Ridgefield Park, NJ 07660, United States

Tel: +1-201-329-7374

Fax: +1-201-329-7042

Email: Richard.Coulter@pahc.com

Mr Paul DUQUETTE

Director, Global Regulatory Affairs
Phibro Animal Health

65 Challenger Road

Ridgefield Park, NJ 07660, United States
Tel: +1-201-329-7375

Fax: +1-201-329-7042

Email: Paul.Duquette@pahc.com

Ms Sondra C. FLICK

Director, Government & Industry Affairs
Alpharma, LLC

400 Crossing Blvd

Bridgewater, NJ 08807, United States
Tel: +1-908-429-6000 ext. 58503

Fax: +1-908-429-8392

Email: Sandy.Flick@alpharma.com

31

Ms Laurie A. HUENEKE

Director, International Trade Policy, Science and Technology
National Pork Producers Council

122 C Street NW, Suite 875

Washington, DC 20001, United States

Tel: +1-202-347-3600

Fax: +1-202-347-5265

Email: Huenekel @nppc.org

Dr Bruce MARTIN

Director, Regulatory Affairs
Bayer Animal Health

PO Box 390

Shawnee, KS 66201, United States
Tel: +1-913-268-2779

Fax: +1-913-268-2075

Email: Bruce.Martin@Bayer.com

URUGUAY

Ms Nancy Raquel MACHADO RICCARDI
Quinica Farmacéutica

CCRVDF National Coordinator

Ministerio de Ganaderia, Agricultura y Pesca
Camino Maldonado, Km.17500, CP 12100
Montevideo, Uruguay

Tel: +(598-2) 222 10 63-int.121

Fax: +(598-2) 222 10 63- int .122

Email: nmachado@mgap.gub.uy

Dr Jorge ALVES SUAREZ

Doctor en Medicina y Tecnologia Veterinaria
Instituto Nacional de Carnes (INAC)

Rincon 545, CP 11000

Montevideo, Uruguay

Tel: +(598-2)916 04 30 int.480

Fax: +(598-2)915 0875

Email: jalves@inac.gub.uy

Dr Teresita HEINZEN

Doctora en Veterinaria

Ministerio de Ganaderia, Agricultura y Pesca
Constituyente 1476, 2° Piso, CP 12100
Montevideo, Uruguay

Tel: +(598-2) 412 63 64

Fax: +(598-2) 412 63 64

Email: theinzen@mgap.gub.uy
VIET NAM

Dr NGUYEN Van Ly

Principal Official

Department of Science, Technology and Environment
Ministry of Agriculture and Rural Development

No 2 Ngoc Ha Street

Ba Dinh District, Hanoi

Tel: +84 0913 030090

Fax: +84 44 592 126

Email: nguyenvanly@hotmail.com
ZAMBIA - ZAMBIE

Dr Benson MWENYA

Deputy Director — Livestock Development
Ministry of Livestock and Fisheries Development
P.O. Box 50060

Lusaka, 10101, Zambia

Tel: +260 211 256 007

Fax: +260 211 256 007

Email: bensonmwenya@hotmail.com

ZIMBABWE




REP11/RVDF Appendix |

Dr Josphat NYIKA

Director

Division of Veterinary Technical Services
P O Box CY 551 Causeway

Harare, Zimbabwe

Tel : +263-4 791 227

Fax : +263-04-791227

Email : nyikaO6@yahoo.com

INTERNATIONAL GOVERNMENTAL
ORGANIZATIONS - ORGANISATIONS
GOUVERNEMENTALS INTERNATIONALES —
ORGANIZACIONES GUBERNAMENTALES
INTERNACIONALES

WORLD ORGANIZATION FOR ANIMAL HEALTH
(OIE) — ORGANISATION MONDIALE DE LA SANTE
ANIMALE (OIE) - ORGANIZACION MUNDIAL DE
SANIDAD ANIMAL (OIE)

Dr Gérard Moulin

Deputy Director

ANSES / ANMV

La Haute Marche BP 90 203
Fougeres, France

Tel: +33 29 94 78 58

Fax: +332994 78 87

Email: gerard.moulin@anses.fr

INTERNATIONAL NON GOVERNMENTAL
ORGANIZATIONS - ORGANISATIONS
NONGOUVERNEMENTALES — INTERNATIONALES
ORGANIZACIONES NO GUBERNANMENTALES

INTERNATIONAL ASSOCIATION OF CONSUMER
FOOD ORGANIZATIONS

Ms Caroline SMITH De WAAL
Food Safety Director

Center for Science in the Public Interest
1875 Connecticut Ave. N.W. Suite 300
Washington, DC 20009, United States
Tel.: +1 202 3329110

Fax: +1 202 265 4954

E-mail: cdewaal@cspinet.org

INTERNATIONAL DAIRY FEDERATION (IDF)

Dr Jamie JONKER

Vice President, Scientific and Regulatory Affairs
National Milk Producers Federation

2101 Wilson Blvd, Suite 400

22201 Arlington, VA, United States

Tel.: +1 703 243 6111 ext. 344

Fax: +1 703 841 9328

E-mail: jjonker@nmpf.org

INTERNATIONAL FEDERATION FOR ANIMAL
HEALTH - FEDERATION INTERNATIONALE POUR
LA SANTE ANIMALE (IFAH)

Ms Barbara FREISCHEM

Executive Director

International Federation for Animal Health
Rue Defacqz, 1, 1000 Brussels, Belgium
Tel: +32-2-5410111

Fax: +32-2-5410119

Email: b.freischem@jifahsec.org

32

Dr David GOTTSCHALL

Research Fellow

Pfizer Animal Health

7000 Portage Road (B300 434.1)

Kalamazoo, Michigan 49001-0199, United States
Tel: +1-269-833-2466

Fax: +1-269-833-3303

Email: gottsd@pfizer.com

Dr Robert C. LIVINGSTON

Director

International Affairs and Regulatory Policy
Animal Health Institute

1325 G Street NW, Suite 700

Washington, DC 20005, United States

Tel: +1-202-637-2440

Fax: +1-202 393 1667

Email: rlivingston@ahi.org

Dr Bertha Iliana Giner CHAVEZ

Research and Regulatory Manager for Latin America
ELANCO Animal Health

Primera Cerrada de Frisos

No 30

Frac. Los Azulejos

Torreon, Coahuila CP 27422

Mexico

Tel: +52 1 871 727 6409

Email: Giner_ bertha@Lilly.com

Ms Samata VELUVOLU

Manager Regulatory Affairs

Animal Health Institute

1325 G Street NW, Suite 700
Washington, DC 20005, United States
Tel: +1-202-637-2440

Fax: +1-202 393 1667

Email: sveluvolu@ahi.org

Mr Gregory HOFFMAN

Principle Scientist

International Federation of Animal Health
7000 Portage Road

B300 406.6A

Kalamazoo, M1 49001-0199, United States
Tel: +1-269-833-2622

Fax: +1-269 833 7721

Email: gregory.a.hoffman@pfizer.com

Dr Thomas BURNETT

Research Advisor

ELANCO Animal Health

2500 Innovation Way

Greenfield, IN 46140, United States
Tel: +1-317-374-4952

Fax: +1-317-277-4167

Email: tjburnett@lilly.com

Mr Dennis ERPELDING

Manager, Elanco Government Relations
Public Affairs and Communications
ELANCO Animal Health

2500 Innovation Way

Greenfield, IN 46140, United States

Tel: +1-317-276-2721; +1-317-332-3873
Fax: +1-317-433-6353

Email: erpelding_dennis_l@lilly.com




REP11/RVDF Appendix |

Ms Teresa WEHNER

Principal Scientist

Merial

631 US Route 150

North Brunswick, NJ 08902

Tel: +1-732-729-5713

Fax: +

Email: teresa.wehner@merial.com

FOOD AND AGRICULTURAL ORGANIZATION -
ORGANISATION DES NATIONS UNIES POUR
L'ALIMENTATION E L'AGRICULTURE -
ORGANIZACION DE LAS NACIONES UNIDAS PARA
LA AGRICULTURA Y LA ALIMENTACION (FAO)

Dr Annika WENNBERG

FAO JECFA Secretary

Nutrition and Consumer Protection Division

Food and Agriculture Organization of the United Nations
Viale delle Terme di Caracalla

00153 Rome, Italy

Tel: +39 06 5705 3283

Fax: +39 06 5705 4593

Email: Annika. Wennberg@fao.org

WORLD HEALTH ORGANIZATION (WHO) -
ORGANISATION MONDIALE DE LA SANTE (OMS) -
ORGANIZACION MONDIAL DE LA SALUD (OMS)

Dr Philippe VERGER

WHO Joint Secretary to JECFA and JMPR
Department of Food Safety and Zoonoses
World Health Organization

20, Avenue Appia, CH-1211

Geneva 27, Switzerland

Phone: +41 22 791 3569

Fax: +41 22 791 4848

E-mail: vergerp@who.int

Dr Awa AIDARA-KANE

Senior Microbiologist

Coordinator WHO Advisory Group on Integrated
Surveillance of AMR (AGISAR); Food Safety and Zoonoses
(FOS); Health Security and Environment (HSE)
World Health Organization

20, Avenue Appia, CH-1211

Geneva 27, Switzerland

Tel: +41 22 791 24 03

Fax: +41 22 791 48 07

Email: aidarakanea@who.int

FAO/TAEA AGRICULTURE PROGRAMME ON
NUCLEAR TECHNIQUES IN FOOD AND
AGRICULTURE

Mr Alfredo Marcial MONTES NINO
Consultant

Calle Halcon, 2

28230 Las Rozas, Madrid, Spain

Tel: +34 680 8093 85

Fax: +34 91 708 4563

Email: montesninio@telefonica.net

33

SECRETARIATS — SECRETARIATS- SECRETARIAS

CODEX SECRETARIAT - CODEX SECRETARIAT -
CODEX SECRETARIA

Ms Selma DOYRAN

Secretary of the Codex Alimentarius Commission
Joint FAO/WHO Food Standards Programme
Viale delle Terme di Caracalla

00153 Rome, Italy

Phone: + 39 06570 55826

Fax: + 39 06570 54593

E-mail: selma.doyran@fao.org

Ms Annamaria BRUNO

Food Standards Officer

Joint FAO/WHO Food Standards Programme
Viale delle Terme di Caracalla

00153 Rome, Italy

Tel: +39 06 570 56254

Fax: +39 06 570 54593

Email: annamaria.bruno@fao.org

UNITED STATES OF AMERICA SECRETARIAT —
SECRETARIAT DES ETATS UNIS D’ AMERIQUE —
SECRETARIA DE LOS ESTADOS UNIDOS DE
AMERICA

Ms Jasmine MATTHEWS

Program Analyst

U.S. Codex Office

United States Department of Agriculture
Food Safety and Inspection Service
Room 4867 South Building

1400 Independence Avenue, SW
Washington, D.C. 20250

Tel: +1-202-690-1124

Fax: +1-202-720-3157

Email: Jasmine.Matthews@fsis.usda.gov

Ms Marie MARATOS
International Issues Analyst

U.S. Codex Office

United States Department of Agriculture
Food Safety and Inspection Service
Room 4865 South Building

1400 Independence Avenue, SW
Washington, D.C. 20250

Tel: +1-202-690-4795

Fax: +1-202-720-3157

Email: marie.maratos@fsis.usda.gov

Mr Shane DANIELSON
International Trade Specialist

Foreign Agricultural Service

U.S. Department of Agriculture

Room 3832 South Building

1400 Independence Ave. SW
Washington, DC 20250

Tel: +1(202) 720-1230

Fax: +1(202) 690-3982

E-mail: shane.danielson@fas.usda.gov

Mr Patrick PARNELL
International Trade Specialist

Office of Trade Programs (OTP)
Foreign Agricultural Service

U.S. Department of Agriculture

Tel: +1(202) 401-0043

Fax: +1(202) 720-0876

E-mail: patrick.parnell@fas.usda.gov




REP11/RVDF Appendix Il 34

Appendix 11

PROPOSED AMENDMENTS TO THE RISK ANALYSIS PRINCIPLES APPLIED BY THE
CODEX COMMITTEE ON RESIDUES OF VETERINARY DRUGS IN FOODS

(for comments)

Amendments are proposed only to the following sections. Proposed changes in Italics and bold

1. PURPOSE — SCOPE

1.  The purpose of this document is to specify Risk Analysis Principles applied by the Codex Committee
on Residues of Veterinary Drugs in Foods.

a) This document also applies to residues of veterinary drugs in food originating from the use of
veterinary drugs in feed' where it can affect food safety.

3.1 Preliminary risk management activities
1. This first phase of risk management covers:
- Establishment of risk assessment policy for the conduct of the risk assessments;

- ldentification of a food safety problem in the integrity of the food chain and determine if feed
may be a source of the food safety problem;

- Establishment of a preliminary risk profile;
- Ranking of the hazard for risk assessment and risk management priority;
- Commissioning of the risk assessment; and

- Consideration of the result of the risk assessment.

! The term "feed" refers to both "feed (feedingstuffs)" and "“feed ingredients" as defined in the Code of Practice on Good Animal
Feeding (CAC/RCP 054 2004)
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DRAFT MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS
(at Step 8 of the Elaboration Procedure)

Narasin (antimicrobial agent)
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Appendix III

Acceptable Daily Intake: 0-5 pg/kg body weight on the basis of a NOAEL of 0.5 mg/kg body weight

per day and a safety factor of 100 (70™ JECFA, 2008).

Residue Definition: Narasin A.
Species Tissue MRLs (ug/kg) Step JECFA ALINORM
Pigs Muscle 15 8 70 181V
Pigs Liver 50 8 70 18IV
Pigs Kidney 15 8 70 18IV
Pigs Fat 50 8 70 181V

Tilmicosin (antimicrobial agent)

Acceptable Daily Intake: 0-40 pg/kg body weight (47" JECFA, 1998).

Residue Definition: Tilmicosin.
Species Tissue MRLs (ug/kg) Step JECFA ALINORM
Chicken Muscle 150 8 70 181V
Chicken Liver 2400 8 70 181V
Chicken Kidney 600 8 70 181V
Chicken Skin/Fat 250 8 70 181V
Turkey Muscle 100 8 70 181V
Turkey Liver 1400 8 70 18IV
Turkey Kidney 1200 8 70 181V
Turkey Skin/Fat 250 8 70 18IV
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Appendix IV

DRAFT MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS
(at Step 7 of the Elaboration Procedure)

Narasin (antimicrobial agent)

Acceptable Daily Intake: 0-5 pg/kg body weight on the basis of a NOAEL of 0.5 mg/kg body weight
per day and a safety factor of 100 (70™ JECFA, 2008).

Residue Definition: Narasin A.
Species Tissue MRLs (ug/kg) Step JECFA ALINORM
Cattle Muscle 15 T? 7 70 181V
Cattle Liver 50 T? 7 70 181V
Cattle Kidney 15T 7 70 181V
Cattle Fat 50 T? 7 70 181V

* The MRL is temporary. Before re-evaluation of narasin with the aim of recommending MRLs
in tissues of cattle, the Committee would require a detailed description of a regulatory method,
including its performance characteristics and validation data. This information is required by
February 2011.
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Appendix V
PROJECT DOCUMENT

NEW WORK ON THE REVISION OF THE “GUIDELINES FOR THE DESIGN AND
IMPLEMENTATION OF NATIONAL REGULATORY FOOD SAFETY ASSURANCE PROGRAMMES
ASSOCIATED WITH THE USE OF VETERINARY DRUGS IN FOOD PRODUCING ANIMALS”
(CAC/GL 71-2009) TO INCLUDE AN APPENDIX ON PERFORMANCE CRITERIA FOR MULTI-
RESIDUE ANALYTICAL METHODS FOR VETERINARY DRUG RESIDUE ANALYSES

1. PURPOSE AND SCOPE OF THE NEW WORK

The purpose of the new work is to update the existing general guidance document Guidelines for the Design
and Implementation of National Regulatory Food Safety Assurance Programmes Associated with the Use of
Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009) in order to reflect important advances in
veterinary drug residue analyses, whilst taking account of the recently published Guidelines on Analytical
Terminology (CAC/GL 72-2009).

The scope of new work will involve:

- developing performance criteria for the validation and acceptability of multi-residue analytical methods
employed in the detection and determination of veterinary drug residues in food producing animals and
their products to bring this testing in line with the latest knowledge and practices.

- recognition of the importance of linking the development of performance criteria for multi-residue
analytical methods with the need to develop validation requirements for such methods. This should
build on the existing guidance in CAC/GL 71-2009 and be prepared as a further appendix to this
guidance.

- providing guidance which will be “fit for purpose” and not be aimed at the highest standard achievable,
recognising that different performance criteria may be appropriate for different analytical procedures and
techniques.

- acceptance that any guidance developed must not be prescriptive in nature and choices to suit local needs
should be included where possible.

2. RELEVANCE AND TIMELINESS

Testing food producing animals and their products for residues of veterinary drugs is routinely used by
competent authorities and business operators to evaluate the safety of foods. To promote consistency in the
use of analytical criteria, Codex Alimentarius introduced the Guidelines for the Design and Implementation
of National Regulatory Food Safety Assurance Programmes Associated with the Use of Veterinary Drugs in
Food Producing Animals (CAC/GL 71-2009). When this was introduced, it was recognised that rapid
advances in analytical chemistry had meant that analytical laboratories were moving away from the use of
dedicated single analyte methods for the detection and determination of veterinary drug residues.

With increased pressure on laboratories to be more efficient and productive, there is now an increasing
movement towards the use of multi-residue analytical methods but there are no harmonised international
guidelines to which laboratories can work to ensure that the new methods are both adequately validated and
robust.

The current multi-residue analytical methods, which are used extensively by both competent authorities and
industry, have different requirements, protocols, assumptions and interpretations that are not adequately
covered by Codex guidance documents.

New work is proposed to reflect on this information and experience and it is proposed to update the existing
guidance document to include specific guidance on this type of analytical method and produce guidance
which is “fit for purpose” whilst recognising local needs where appropriate.
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3. MAIN ASPECTS TO BE COVERED

Guidance will be introduced in the document to reflect current best practice regarding the utility of
performance criteria for multi-residue analytical methods for veterinary drug residue analyses. The following
aspects require attention:

- consideration of the application of multi-residue analytical methods, and their performance criteria, as
applied in other areas with relevance to veterinary drug residue analyses, e.g. pesticide residue analyses,

- extending the existing principles for analytical method performance criteria in CAC/GL 71-2009 to
cover the validation and use of multi-residue analytical methods for veterinary drug residue analyses and
their use in residue control programmes,

- recognition of local analytical technology, where this does not compromise the integrity of the scientific
need for robust veterinary drug residue analytical capacity,

- the appropriate roles of multi-residue method testing for verification of process control within the
context of HACCP and validation of control measures.

4. ASSESSMENT AGAINST THE CRITERIA FOR THE ESTABLISHMENT OF WORK
PRIORITIES

General criterion

This work is directed towards consumer protection from the point of view of food safety, quality and
ensuring fair practices in food trade while taking into account the identified needs of developing countries.
This new work will strengthen other guidance provided in general support of consumer protection in
developing and developed countries. On a global scale, it will contribute to a reduction of human health
issues arising from exposure to veterinary drug residues in excess of internationally agreed limits and
simultaneously clarify issues which might impede the advancement of fair trading practices. This new work
also supports the general goal of Codex Alimentarius to continually review and update its standards and
guidance.

Criteria applicable to general subjects

(a) Diversification of national legislations and apparent resultant or potential impediments to international
trade: this new work aims to provide general best practice guidance and update on new scientific and
technical developments that are relevant for all countries and enable them to further refine their own risk
management strategies.

(b) Scope of work and establishment of priorities between the various sections of the work: the most
important parts of the work may be the update on the usefulness of performance criteria for analytical
methods as applied to veterinary drug residue detection and the relationship with risk management.

(c) Work already undertaken by other international organizations in this field and/or suggested by the
relevant international intergovernmental bodies: This new work does not duplicate any ongoing work
undertaken by other (inter)national governmental organisations.

5. RELEVANCE TO CODEX STRATEGIC GOALS
The proposed work falls under all five goals of the Codex Strategic Plan 2008-2013.

Goal 1: Promoting Sound Regulatory Frameworks.

The results of this new work will further contribute to the development of sound food control and regulatory
infrastructures and consequently will promote assurance of the safety of foods in general.

Goal 2: Promoting Widest and Consistent Application of Scientific Principles and Risk Analysis.

The new work updates the existing general guidance document with the latest thinking on the application of
scientific principles and risk analysis and thus is essential to meeting this objective.
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Goal 3: Strengthening Codex work-management capabilities

The new work strengthens an important aspect of Codex regarding the risk-based approach to food safety
management and makes links to operational practice that are key to implementing the risk-based approach in
day-to-day food industry practice.

Goal 4: Promoting cooperation between Codex and other relevant international organisations.

This work requires a close coordination between FAO, WHO and Codex, as well as competent authorities in
countries and scientific organisations such as the IAEA.

Goal 5: Promoting Maximum and effective Participation of members.

The new work affects all members of Codex and may trigger further participation of both developing and
developed countries with general interests in global trade of food and food ingredients.

6. INFORMATION ON THE RELATION BETWEEN THE PROPOSAL AND OTHER EXISTING
CODEX DOCUMENTS

The proposed work concerns several general guidance documents, particularly CAC/GL 71-2009 and

CAC/GL 72-2009 (see above).

7. IDENTIFICATION OF ANY REQUIREMENT FOR AND AVAILABILITY OF EXPERT
SCIENTIFIC ADVICE

Although the new work can be undertaken with the scientific advice available within the CCRVDF, it would
benefit from the outcome of a further expert meeting to review scientific progress on residue analyses since
the Miskolc consultation organised by FAO/IAEA/AOAC in 1999..

8. IDENTIFICATION OF ANY NEED FOR TECHNICAL INPUT TO THE STANDARD FROM
EXTERNAL BODIES SO THAT THIS CAN BE PLANNED FOR

None identified.

9. PROPOSED TIMELINE FOR COMPLETION OF THE NEW WORK

The following timeline is proposed for the completion of the work, preferably for final adoption in 2013.
The timeline should not exceed four years (2014).

Date Meeting Progress

September 2010 19" session CCRVDF Agree on project documents and submit to 34™ CAC for
approval of new work.

July 2011 34" CAC Approval of new work.

September 2012 20" session CCRVDF Consideration of the proposed draft guidelines at Step 4
and advance to 35" CAC for adoption at Step 5.

July 2012 35" CAC Adoption at Step 5.
Circulation for comments at Step 6.

2013 21% session CCRVDF Consideration of the proposed draft guidelines at Step 7
and advance to Step 8.

July 2013 36™37"™ CAC (depending | Final adoption.

on the schedule of the 21°
session CCRVDF)
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Appendix VI

PRIORITY LIST OF VETERINARY DRUGS FOR EVALUATION OR RE-EVALUATION BY JECFA

Name of the

Proposed

C Questions(s) to be answered Data Availability Comments

ompound by

Monepantel (1) Request to establish ADI and Company has advised that a data package is available | Australia | Registered in New Zealand.
recommend MRLSs in sheep (tissues). that meets the JECFA requirements.

Monensin (1) Request to re-evaluate MRL in cattle Company has advised that a data package is available United MRL in cattle (liver) was
(liver). that meets the JECFA requirements. States of adopted by 32" CAC (2009).

America

Derquantel (1) Request to establish ADI and Company has advised that a data package is available | United Currently registered in New

recommend MRLs in sheep (tissues). that meets the JECFA requirements. States of Zealand.
America

Apramycin (1) Request to establish ADI and Company has advised that a data package will be Australia | Currently registered in 43
recommend MRLs in cattle, pig, chicken | available that meets the JECFA requirements by countries.
and rabbit (tissues). February 2011.

Amoxicillin (1) Request to establish ADI and Company has advised that a data package will be United Currently registered in many
recommend MRLs in cattle, sheep and available that meets the JECFA requirements by States of countries, including the United
pig (tissues) and cattle and sheep milk. February 2011. America States of America.

Narasin (1) Analytical method required for cattle Company has advised that a data package will be United Temporary MRLs for narasin in
tissues available that meets the JECFA requirements by States of cattle tissues are held at Step 7

February 2011. America pending JECFA assessment of
the analytical method.

Ractopamine (2) | Request to recommend MRLs in pig’s Pharmacokinetics and residues studies in lung tissues China Currently registered in many
lung and validated method will have to be made available countries, including the United

States of America.

Triclabendazole | Can MRLs for goat (tissues) be JECFA has established MRLs for sheep and cattle and | CCRVDF | Currently registered widely in

2 established by extrapolation considering | extrapolation would be based on the data packages sheep and cattle and in some
data used for recommending MRLs for available to the 70" JECFA and literature review to be countries in goats.
cattle and sheep (tissues). provided by the United States of America..

Ivermectin (2) Request to re-evaluate ADI and, if Data availability will be confirmed as soon as possible. | United MRLs for ivermectin in cattle
necessary, recommend new MRLs. States of (liver, fat), pig (liver, fat) and

America sheep (liver, fat) were adopted

by 20™ CAC (1993) and in cattle
(milk) by 26" CAC (2003)

(1) First priority; (2)Second priority
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Appendix VII

PROPOSED DRAFT TABLE C “ AQUATIC ANIMAL PRODUCTS” OF THE GUIDELINES FOR
THE DESIGN AND IMPLEMENTATION OF NATIONAL REGULATORY FOOD SAFETY
ASSURANCE PROGRAMMES ASSOCIATED WITH THE USE OF VETERINARY DRUGS IN FOOD
PRODUCING ANIMALS” (CAC/GL 71-2009)

(at Step 3 of the Procedure)

Table C: Aquatic animal products

Commodity

Instructions for collection

Minimum quantity
required for
laboratory sample

VII. Class B — Type 08
(Aquatic Animal Products)

A. Packaged fish — fresh, Collect 3 increments randomly for 1 sample. 500g
frozen, smoked, cured, or Minimum sample size is 1 kg and reduced to
shellfish (except oysters) laboratory sample.
B. Bulk fish 0.5 - 1.5 kg Collect 3 increments randomly for 1 sample. 500g
Minimum sample size is 1 kg and reduced to
laboratory sample.
C. Bulk fish 1.5 — 2.5 kg Collect 3 increments randomly for 1 sample. 5009
Minimum sample size is 1 kg and reduced to
laboratory sample.
D. Bulk fish > 2.5 kg Collect 3 increments randomly for 1 sample. 5009
Minimum sample size is 1 kg and reduced to
laboratory sample.
E. Bulk Shellfish Collect not less than 3 increments for 1 sample. 5009
Minimum sample size is not more than 1 kg and
reduced to laboratory sample.
F. Other fish and shellfish Collect not less than 3 increments for 1 sample. 5009
Products (including oysters) Minimum sample size is not more than 1 kg and
reduced to laboratory sample.
VII. Class E — Type 17
(Derived Edible Products of
Aquatic Animal Origin)
A. Canned fish and shellfish Collect not less than 3 increments for 1 sample. 5009
products (except oysters) Minimum sample size is not more than 1 kg and
reduced to laboratory sample.
B. Other fish and shellfish Use sample schedule. Collect 1 kg per sample and 5009

products — fish flour and meal

reduced to laboratory sample.
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Appendix VIII

PROPOSED AMENDMENTS TO THE TERMS OF REFERENCE OF THE CODEX COMMITTEE
ON RESIDUES OF VETERINARY DRUGS IN FOODS (CCRVDF)

(for comments)
Proposed changes in Italics and bold
Terms of reference:
(a) to determine priorities for the consideration of residues of veterinary drugs in foods;
(b) to recommend maximum levels of such substances;
(c) to develop codes of practice as may be required;
(d) to consider methods of sampling and analysis for the determination of veterinary drug residues in foods;

(e) to consider other matters in relation to the safety of food and feed containing residues of veterinary
drugs.



	REP11/RVDF - REPORT OF THE 19th SESSION OF THE CODEX COMMITTEE ON RESIDUES OF VETERINARY DRUGS IN FOODS
	CL 2010/47-RVDF
	Contents
	SUMMARY AND CONCLUSIONS
	LIST OF ABBREVIATIONS USED IN THIS REPORT
	INTRODUCTION
	ADOPTION OF THE AGENDA (Agenda Item 1)
	MATTERS REFERRED BY THE CODEX ALIMENTARIUS COMMISSION AND OTHERCODEX COMMITTEES (Agenda Item 2)
	MATTERS OF INTEREST ARISING FROM FAO AND WHO (Agenda Item 3)
	REPORT OF THE OIE ACTIVITIES, INCLUDING THE HARMONIZATION OF TECHNICALREQUIREMENTS FOR REGISTRATION OF VETERINARY MEDICINAL PRODUCTS (VICH)(Agenda Item 4)
	DRAFT MRL FOR VETERINARY DRUGS (at Step 7) (Agenda Item 5)
	DISCUSSION PAPER ON METHODS OF ANALYSIS FOR RESIDUES OF VETERINARY DRUGSIN FOODS (Agenda Item 6)
	DRAFT PRIORITY LIST OF VETERINARY DRUGS REQUIRING EVALUATION OR REEVALUATIONBY JECFA (Agenda Item 7)
	FACTORS TAKEN INTO ACCOUNT IN CONNECTION WITH ESTABLISHING THE ADI ANDTHE CURRENT PROCESS OF RECOMMENDING MRLs (Agenda Item 8)
	RISK MANAGEMENT RECOMMENDATIONS FOR VETERINARY DRUGS FOR WHICH NOADI AND MRL COULD BE ESTABLISHED (Agenda Item 9)
	DISCUSSION PAPER ON VETERINARY DRUGS IN HONEY PRODUCTION (Agenda Item 10)
	DISCUSSION PAPER ON SAMPLING PLAN FOR RESIDUE CONTROL FOR AQUATICANIMAL PRODUCTS AND DERIVED EDIBLE PRODUCTS OF AQUATIC ORIGIN (Agenda Item11)
	OTHER BUSINESS AND FUTURE WORK (Agenda Item 12)
	CCRVDF CURRENT PROBLEMS AND SOLUTIONS (Agenda Item 12a)
	DATE AND PLACE OF NEXT SESSION (Agenda Item 13)
	SUMMARY STATUS OF WORK
	Appendix I - LIST OF PARTICIPANTS
	Appendix II - PROPOSED AMENDMENTS TO THE RISK ANALYSIS PRINCIPLES APPLIED BY THECODEX COMMITTEE ON RESIDUES OF VETERINARY DRUGS IN FOODS
	Appendix III - DRAFT MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS (at Step 8)
	Appendix IV - DRAFT MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS (at Step 7)
	Appendix V - PROJECT DOCUMENT
	Appendix VI - PRIORITY LIST OF VETERINARY DRUGS FOR EVALUATION OR RE-EVALUATION BY JECFA
	Appendix VII - PROPOSED DRAFT TABLE C “ AQUATIC ANIMAL PRODUCTS” OF THE GUIDELINES FORTHE DESIGN AND IMPLEMENTATION OF NATIONAL REGULATORY FOOD SAFETYASSURANCE PROGRAMMES ASSOCIATED WITH THE USE OF VETERINARY DRUGS IN FOODPRODUCING ANIMALS” (CAC/GL 71-2009)
	Appendix VIII - PROPOSED AMENDMENTS TO THE TERMS OF REFERENCE OF THE CODEX COMMITTEEON RESIDUES OF VETERINARY DRUGS IN FOODS (CCRVDF)

