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The report of the Twenty-First Session of the Codex Committee on Residues of Veterinary Drugs in Foods
will be considered by the 37" Session of the Codex Alimentarius Commission (Geneva, Switzerland, 14-18
July 2014).

PART A — MATTERS FOR ADOPTION BY THE 37" SESSION OF THE CODEX ALIMENTARIUS COMMISSION

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

1. Proposed Draft Risk Management Recommendations for Veterinary Drugs for which no ADI
and/or MRLs could be set by JECFA due to specific health concerns: chloramphenicol, malachite
green, carbadox, furazolidone, nitrofural, chlorpromazine, stilbenes and olaquindox (REP14/RVDF
para. 81 and App. IV);

2. Proposed Draft Guidelines on Performance Characteristics for Multi-residues Methods
(Appendix C to CAC/GL 71-2009) (REP14/RVDF para. 93 and App. IV)

Other Texts for adoption

3. Draft Provisions on Extrapolation of Maximum Residue Limits (MRLs) of Veterinary Drugs to
Additional Species (for inclusion in the Risk Analysis Principles Applied by the CCRVDF)
(REP14/RVDF para. 104 and App. VIII);

4, Draft Provisions of the Use of the Concern Form for the CCRVDF (for inclusion on the Risk
Analysis Principles applied by the CCRVDF) (REP14/RVDF para. 121 and App. IX).

Governments and international organizations wishing to submit comments on the above texts should do so in
writing 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.orq)
before 30 March 2014.

PART B — REQUEST FOR COMMENTS

5. Draft Provisions on Establishment of MRLs for Honey (for inclusion on the Risk Analysis
Principles applied by the CCRVDF) (REP14/RVDF para. 140 and App. XI).

Governments and international organizations wishing to submit comments on the above texts should do so in
writing, 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
(E-mail: CCRVDF-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
(E-mail: Codex@fao.org) before 30 December 2014.



mailto:codex@fao.org
mailto:CCRVDF-USSEC@fsis.usda.gov
mailto:Codex@fao.org

REP14/RVDF

Contents

SUMMARY AND CONCLUSIONS

REPORT OF THE 21°" SESSION OF THE CODEX COMMITTEE ON RESIDUES
OF VETERINARY DRUGS IN FOODS

SUMMARY STATUS OF WORK

Introduction
Opening of the Session
Adoption of the Agenda (Agenda Item 1)

Matters Referred by the Codex Alimentarius Commission and other Codex Committees
and Task Forces (Agenda Item 2)

Matters of interest arising from FAO and WHO (Agenda ltem 3)

Information of activities of the Joint FAO/IAEA Division of Nuclear Techniques in Food
and Agriculture relevant to Codex work

Report of OIE activities, including the harmonization of technical requirements for
the registration of veterinary medicinal products (VICH) (Agenda ltem 4)

Draft and proposed draft MRLs for veterinary drugs (Agenda Item 5)
Draft MRLs for veterinary drugs (at Step 6) (Agenda Item 5a)
Proposed draft MRLs for veterinary drugs (at Step 4) (Agenda Item 5b)
Status of draft and proposed draft MRLs for veterinary drugs

Risk Management Recommendations for Residues of Veterinary Drugs for which
no ADI and/or MRLs has been recommended by JECFA due
to Specific Human Health Concerns (Agenda Item 6)

Proposed draft Guidelines on performance characteristics for multi-residues methods
(Appendix to CAC/GL 71-2009) (N01-2011) (Agenda Iltem 7)

Risk Analysis Policy on Extrapolation of MRLs of Veterinary Drugs to Additional Species
and Tissues (Agenda Item 8a)

Proposed “concern form” for the CCRVDF (format and policy procedure for its use)
(Agenda Item 8Db)

Draft Priority list of Veterinary Drugs Requiring Evaluation or Re-evaluation by JECFA
(Agenda Item 9a)

Database on Need for MRLs for Developing Countries (Agenda Item 9b)

Discussion Paper on Guidelines on the Establishment of MRLs or other Limits in Honey
(Agenda Item 10)

Other Business and Future Work (Agenda Item 11)
Proposed amendments to the Terms of Reference of CCRVDF (Agenda Item 11a)
Other Business

CCRVDF current problems and solutions
Date and Place of Next Session (Agenda Iltem 12)

Appendices
Appendix I :

Appendix Il

List of Participants

Draft Maximum Residue Limit for Veterinary Drugs
(at Step 7 of the Elaboration Procedure)

Proposed Draft Maximum Residue Limit for Veterinary Drugs
(at Step 4 of the Elaboration Procedure)

Proposed draft Risk Management Recommendations for Residues of
Veterinary Drugs for which no ADI and/or MRLs has been recommended
by JECFA due to Specific Human Health Concerns

(at Step 5/8 of the Elaboration Procedure)

Appendix llI:

Appendix IV:

page iv

page 1
page 17

Paragraph
1

2- 5
6- 8
10-18
19 - 26

27 - 35

36 - 40
41 - 45
46

47 - 81
82 - 93
94 — 104

105- 121

122 -130
131 - 136

137 - 142

143 - 148

149 - 158
159

page 18
page 36

page 37

page 38



REP14/RVDF

Appendix V:

Appendix VI:

Appendix VII:

Appendix VIII;

Appendix IX:

Appendix X:

Appendix XI:

Proposed draft Risk Management Recommendations for Residues of
Veterinary Drugs for which no ADI and/or MRLs has been recommended
by JECFA due to Specific Human Health Concerns

(at Step 4 of the Elaboration Procedure)

Proposed draft Performance Characteristics for Multi-Residues Methods
(MRMs) for Veterinary Drugs (Appendix C of CAC-GL 71-2009)
(at Step 5/8 of the Elaboration Procedure)

Request to the 78™ JECFA for Additional Considerations Concerning
Extrapolation of MRLs of Veterinary Drugs to Additional Species and
the establishment of MRLs in Honey

Draft Provisions on Extrapolation of Maximum Residue Limits (MRLSs) of
Veterinary Drugs to Additional Species (for inclusion on the Risk Analysis
Principles applied by the CCRVDF) (for adoption)

Draft Provisions of the use of the Concern Form for the CCRVDF

(for inclusion on the Risk Analysis Principles applied by the CCRVDF)
(for adoption)
Priority list of veterinary drugs for evaluation or re-evaluation by JECFA
(for approval)

Draft Provisions on establishment of MRLs for Honey (for inclusion on the
Risk Analysis Principles applied by the CCRVDF) (for comments)

page

page

page

page

page

page

page

40

41

46

48

49

50

51



REP14/RVDF iv

SUMMARY AND CONCLUSIONS

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

Matters for Adoption/Consideration by the 37" Session of the Codex Alimentarius Commission

Draft Standards and Related Texts for adoption
The Committee forwarded:

- Proposed draft Risk Management Recommendations (RMRs) for chloramphenicol, malachite green,
carbadox, furazolidone, nitrofural, chlorpromazine, stilbenes and olaquindox, for adoption at Step 5/8
(para. 81 and App. IV);

- Proposed draft Performance Characteristics for Multi-Residues Methods
(MRMs) for Veterinary Drugs (Appendix C of CAC-GL 71-2009), for adoption at Step 5/8 (para. 93 and
App. VI);

- Draft provisions on Extrapolation of Maximum Residue Limits (MRLs) of Veterinary Drugs to Additional
Species (for inclusion on the Risk Analysis Principles Applied by the CCRVDF), for adoption (para. 104
and App. VIII); and

- Draft provisions of the use of the Concern Form for the CCRVDF (for inclusion on the Risk Analysis
Principles Applied by the CCRVDF), for adoption (para. 121 and Appendix 1X).

Other matters for approval

The Committee forwarded:

- Proposed draft MRLs for apramycin (cattle and chicken kidney), for discontinuation (para. 43); and

- Priority List of veterinary drugs for evaluation or re-evaluation by JECFA, for approval (para. 130 and
App. X).

Matters for advice

The Committee agreed to:

- Ask confirmation as to the appropriateness to consider ethoxiquin, which was included in the Priority List
for evaluation or re-evaluation by JECFA (para. 127).

Matters of interest

The Committee agreed to:

- Hold the draft MRLs for monepantel (sheep tissues) at Step 7 and the proposed draft MRLs for
derquantel (sheep tissues) at Step 4 (para. 46 and Appendices Il and Ill); and

- Hold at Step 4 the proposed draft RMRs for dimitridazole, ipronidazole, metronidazole and ronidazole for
consideration at the 22" CCRVDF (para. 81 and App. V).

Matters for FAO/WHO

The Committee:

- Forward to the 78" JECFA additional considerations to its guestions concerning risk analysis policy on
extrapolation of MRLs of veterinary drugs to additional species and concerning the establishment of
MRLs for honey (paras 97, 141, and App. VII); and

- Request FAO and WHO advice in support to an alternative approach to move compounds from the
database on countries’ need for MRLs to the JECFA Periority List (para. 136).
Other Matters
The Committee:

- Established an electronic working group to work on an alternative approach to move compounds from the
database on countries’ need for MRLs to the JECFA Priority List and agreed to request inputs for the
database through a Circular Letter (para. 136);
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- Agreed to consider at its next session the draft provisions for the Establishment of MRLs for Honey, to be
included in the Risk Analysis Principles Applied by the CCRVDF (para. 140 and Appendix XI);

- Concluded that there was no need to revise its TORs to develop RMRs for residues of veterinary drugs
for which no ADI and/or MRLs were recommended by JECFA due to specific human health concern
(para. 148); and

- Noted the initiative of the Chairperson to draft a discussion paper regarding the issues and concerns that
impact the ability of the CCRVDF to efficiently perform its work (para. 149).
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INTRODUCTION

1. The Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF) held its Twentieth-First
Session in Minneapolis (United States of America) from 26 to 30 August 2013, 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 200 delegates from 61 Member countries and one Member
organization and Observers from 11 international organizations and FAO and WHO. The list of participants,
including the Secretariats, is given in Appendix | to this report.

OPENING OF THE SESSION

2. Brian Ronholm, Deputy Under Secretary for Food Safety U.S. Department of Agriculture, welcomed
the delegates. He stressed that the continuing success of CCRVDF was integral to the continuing success of
Codex. As Codex is recommending Maximum Residue Limits (MRLs) and standards that provide countries
with valuable guidance for their own legislation and regulatory policies, Governments could be confident that
the MRLs from the CCRVDF are scientifically sound, and therefore the use of these MRLs and guidelines
effectively protect consumers.

3. Under Secretary Ronholm reminded the delegates that Codex was celebrating its 50" anniversary and
remarked that while Codex had changed with the times, the goal remains the same: to provide member
countries with an effective way to protect the health of consumers and to ensure fair practices in the food
trade. He told delegates that they should be inspired by all that Codex had achieved in the past 50 years
and that the legacy of inspiring achievements should give Codex delegates the confidence to face future
challenges. Under Secretary Ronholm told the delegates that they had the challenge of being dedicated to
the same goals while being adaptable to the changes in food science, in food production and in food trade.
He urged the delegates to be mindful of the relationship between safe food and the ability of countries to
trade internationally. He commented that the ability to ensure the safety of food was a significant factor not
only in countries’ public health status but also in their economic well-being.

4., Ms Awilo Ochieng Pernet, Vice-Chairperson of the Codex Alimentarius Commission, also addressed
the session.

Division of Competence®

5. 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)?

6. The Committee agreed to the proposals of the Chairperson to have under Other Business discussion
on the challenges faced by the CCRVDF and to consider Agenda Item 11(a) after Agenda Item 4. With these
amendments the Committee adopted the Provisional Agenda as its Agenda for the Session.

7. The Committee agreed to the proposal of the Physical Working Group (PWG) on extrapolation of
MRLs to additional species and tissues (CRD4) to establish an in-session Working Group, chaired by
Canada and working in English only, to further work on the Risk Analysis Policy document for consideration
by the Plenary.

8. The Committee also agreed to establish an in-session Working Group, chaired by United Kingdom
and working in English only, to prepare recommendations regarding the establishment of MRLs for honey
(Agenda Item 10).

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

9. The Committee noted the information presented in CX/RVDF 13/21/2 concerning the decisions and
discussions of the 35" Session of the Codex Alimentarius Commission related to its work. The Committee
noted that several matters were for information purposes or would be addressed under the relevant Agenda

'CRD 1 (Annotated Agenda — Division of competence between the European Union and its Member States).
> CX/RVDF 13/21/1 Rev.1
® CX/RVDF 13/21/2;
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Items during the Session. The Committee was also informed that the Task Force on Animal Feeding had
completed its work and had been dissolved.

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

10. The JECFA Secretariat, referring to CX/RVDF 13/21/3, informed the Committee about activities
carried out by FAO and WHO in the area of scientific advice to Codex and Member countries, as well as
other activities of interest to the Committee.

Provision of scientific advice
78" JECFA

11. The JECFA Secretariat informed the Committee that the 78" JECFA will be held 5-14 November 2013
to address residues of veterinary drugs, as requested at the 20" CCRVDF, and also to undertake further
considerations on extrapolation, taking the questions and comments from the CCRVDF into account. JECFA
will also implement a pilot test on the new proposed method for dietary exposure assessment.

JECFA electronic Working Group

12. The JECFA Secretariat outlined the work of the JECFA electronic working group (eWG) of residue
experts that had been convened from May to July 2013 to consider the nine questions referred by the 20"
CCRVDF’. The JECFA eWG agreed to text for each of the questions as presented in CX/RVDF 13/21/3
Add.2.

13. The JECFA Secretariat also highlighted that they had prepared comments on: (i) extrapolation of
MRLs to other species, and (ii) MRLs for honey (Agenda Item 8a). Although these comments were based on
the work of the eWG, the comments were those of the JECFA Secretariat, and not JECFA itself. Guidance
on these two issues would be developed at the forthcoming 78" JECFA, to be published in the meeting
report.

14. The JECFA Secretariat reminded the Committee of the continued need for additional financial
resources for scientific advice activities and the existing mechanism to provide such funds through the
Global Initiative for Food-related Scientific Advice (GIFSA).

Other initiatives under way in FAO and WHO
Antimicrobial resistance (AMR)

15. A number of on-going activities in relation to AMR were presented, in particular the work of the WHO
Advisory Group on Integrated Surveillance of Antimicrobial Resistance (AGISAR) in updating the guidance
document on integrated surveillance and the planned update of the list of critically important antimicrobials
for human use. AGISAR is also undertaking pilot projects on integrated surveillance in many countries
throughout the world.

16. Capacity building projects are on-going and focus on developing adequate capacities among the
veterinary and food safety community to address the issues related to non-human antimicrobial use at
different steps of the food-chain. In this context FAO, OIE and WHO are exploring ways to work together
more closely to improve joint activities on laboratory, epidemiology and AMR capacity building in countries.

Exposure assessment

17. The Committee was then informed of the update of the GEMS/Food consumption cluster diets, which
resulted in 17 cluster diets, these will serve as basis for consumption data when testing new approaches for
exposure assessment of residues of veterinary drugs in food.

Other activities

18. The Committee was also informed on other activities related to food hygiene: a new tool on the control
of Salmonella and Campylobacter in chicken meat and work on parasites’; and capacity building: Global
Foodborne Infection Network (GFN) and the new platform to guide risk assessment and decision-making
process in food safety called FOSCOLLAB"'.

* CX/RVDF 13/21/3; CX/RVDF 13/21/3 Add.1; CX/RVDF 13/21/3 Add.2; CRD 15 (Comments of South Africa).

® REP12/RVDF, para 156.

6 http://www.fao.org/fileadmin/user_upload/agns/news_events/Parasite%20report%20final%20draft-250ctober2012. pdf
! http://www.who.int/foodsafety/foscollab/en/
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INFORMATION ON ACTIVITIES OF THE JOINT FAO/IAEA DiviISION OF NUCLEAR TECHNIQUES IN FOOD AND
AGRICULTURE RELEVANT TO CODEX WORK

19. The Representative of the International Atomic Energy Agency (IAEA) highlighted activities of the Joint
FAO/IAEA Division of Nuclear Techniques in Food and Agriculture of interest to the CCRVDF, as presented
in CX/RVDF 13/21/3 Add.1.

20. The Committee was informed that the Joint Division, based in Austria, enters into its 50" year of
support for FAO and IAEA Member States to ensure food security and boost economic growth. The
Representative informed the Committee of the Joint Division’s support to countries through Technical
Cooperation Projects (TCP) and Coordinated Research Projects (CRP).

21. The Representative informed the Committee that the CRP aimed at strengthening national residue
control programs for antibiotic and veterinary anthelmintic drug residues will hold its last technical meeting in
Brazil in 2014. The CRP hopes to prepare a manual of analytical methods to help various Member State
residue laboratories. The CRP recognizes the implications of decreasing analytical method detection limits
as a public health and trade concern and the need for fundamental discussions regarding
substances/contaminants with zero tolerance levels. The CRP also identifies the transfer of veterinary drugs
from feed to animal to the environment as an important issue worth evaluating.

22. The Representative informed the Committee that due to the prominence of aquaculture, the Joint
Division will initiate a new five year CRP on the Development and Strengthening of Radio-Analytical and
Complementary Techniques to Control Residues of Veterinary Drugs and Related Chemicals in Aquaculture
Products in 2014 and that a number of developed and developing Member State institutions will be invited to
participate.

23. The Committee was informed of the protocol to support quality control/quality assurance for
trypanocidal drugs in sub-Saharan Africa, which was developed by the Joint Division through an alliance with
several organizations, and of the transfer of analytical procedures developed to two laboratories in West and
East Africa, which will form the basis of a system to enable reliable quality control by drug registration
authorities. Peer reviewed monographs had also been developed and thus contributing to any future work
that CCRVDF could undertake on trypanocidal drug residues.

24. The Representative noted that the Joint Division continued to inform Member States on Codex
guidelines as a way to strengthen national residue monitoring programs in line with CAC/GL 71-2009 and on
the efforts of the CCRVDF Working Group on guidelines on performance characteristics for multi-residue
analytical methods. In this regard the Joint Division publishes CCRVDF supported analytical methods on the
Food Contaminant and Residue Information System (FCRIS) database. This depends on contributions from
willing Member States and any other source and is also of benefit to sister Codex committees with similar
initiatives such as the Codex Committee on Pesticide Residues.

25.  The Committee expressed its appreciation for the continued support of the Joint Division to its work
and in particular for the work on the development and update of the FCRIS database.

26. The Delegation of Costa Rica, as Coordinator for Latin America and the Caribbean (CCLAC), referring
to CRD 22, and all other delegations from the Latin America and Caribbean region present at the session,
expressed their appreciation to the Joint Division for the technical assistance and the activities provided in
the countries of the region.

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

27. The Observer from OIE, while referring to CX/RVDF 13/21/4, 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 VICH activities.

28. With regard to the first point, the Observer recalled the importance of close cooperation with Codex
due to the significant contribution of animal health to food safety as part of an integrated food chain
approach. In this perspective, the work of the Working Group on Animal Production Food Safety (APFSWG),
in which Codex, FAO and WHO experts participate, is essential in order to strengthen cooperation and to
take into account each other’ s work.

8 CX/RVDF 13/21/4; CRD 7 (Comments of Kenya, Philippines, African Union); CRD 7 (Comments of Kenya, Philippines
and African Union).
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29. As regards capacity building, the Observer highlighted that OIE considers veterinary drugs
governance as a priority as they are considered indispensable tools for any effective animal health and
welfare policy. The OIE’s Fifth Strategic Plan (2011-2016) therefore includes measures related to veterinary
drugs. OIE has adopted a new chapter on veterinary legislation in the Terrestrial Animal Health Code.
National veterinary services need an efficient legislative framework to carry out their essential functions. OIE
is proceeding with its performance assessments of veterinary services, based on gap analysis and missions
on veterinary legislation. OIE also organizes training programmes for focal points on veterinary drugs, the
third cycle of which will initiate in October 2013 in Algiers, Algeria.

30. As regards antimicrobial resistance, the Observer presented the latest standards on antibiotic
resistance adopted in the Terrestrial Animal Health Code and Aquatic Animal Health Code. OIE organized a
symposium on alternatives to antibiotics in September 2012 and a global conference on the responsible and
prudent use of antimicrobials agents for animals in March 2013.

31. With respect to cooperation between VICH and OIE, the Committee was informed of the outcome of
VICH Steering Committee and of the release of VICH Guidelines including the adopted Guidelines on a
General Approach to Establish a Microbiological ADI. The Observer also informed the Committee of the
progress made to extend VICH activities to non-VICH members. The Outreach Forum was held twice, and
defined priorities especially as regards the training of forum members according to VICH Guidelines, as
regards translation of the guidelines or the modalities of participation of the forum members in VICH. The
Observer also indicated that the VICH working group on residues studies in honey was launched and will
continue its work in order to prepare a guideline. Coordination with CCRVDF is considered by OIE as a
positive point in order to avoid any redundancy between the work undertaken by CCRVDF and VICH.

32. The Committee noted the information provided by several delegations on their national legislation and
the initiatives implemented by national authorities to ensure prudent use of antibiotics prevent and contain
antimicrobial resistance.

33. Several delegations expressed their appreciation to OIE for their training activities related to the use of
veterinary drugs and antimicrobial resistance, which were very useful to develop national policies and control
programmes, and encouraged OIE to continue such training. One delegation highlighted the need for training
from OIE and WHO to improve data generation. Several delegations and one observer supported the
cooperation between Codex and OIE and expressed the view that it should be strengthened. As regards the
possibility of developing a single document from Codex and OIE on issues such as antimicrobial resistance,
it was noted that the scope of Codex and OIE were different and that the cooperation between the
organisations should ensure that these documents were consistent.

34. In reply to a question on the need to clarify the definitions of some categories of veterinary drugs, the
Observer from OIE indicated that this issue could be addressed in the third cycle of training workshops,
which would start in 2013. The Observer also drew the attention to the role of the Working Group on Animal
Production Food Safety to strengthen cooperation with Codex.

35. The Committee thanked OIE for its contribution to Codex work on veterinary drugs and training
activities and expressed its support for continued close cooperation between Codex and OIE.

DRAFT AND PROPOSED DRAFT MRLs FOR VETERINARY DRUGS’®
DRAFT MRLS FOR VETERINARY DRUGS (Agenda Item 5a)
Monepantel

36. The Secretariat recalled that the 35" Session of the Codex Alimentarius Commission had adopted the
proposed draft MRLs at Step 5 and advanced them to Step 6 and that the 20" CCRVDF had agreed to
request that JECFA conduct a further evaluation of monepantel and to evaluate the safety of higher MRLs in
light of the information provided by the Committee. In this regard, the Committee noted that the questions
raised by the 20" CCRVDF would be addressed by the 78" JECFA, scheduled in November 2013.

37. The Committee therefore considered the proposal to hold the draft MRLs at Step 7 pending the
JECFA advice.

38. The Delegation of New Zealand highlighted that higher MRLs consistent with established Good
Practice in the Use of Veterinary Drugs (GPVD) were in place in the countries that had registered
monepantel. Furthermore, these countries had determined that these MRLs were consistent with the ADI

° REP 12/RVDF App. V and VI; CX/RVDF 13/21/5 (Comments of Brazil, Chile Costa Rica, Egypt, European Union and
Peru); CX/RVDF 13/21/5 Add.1 (Comments of Kenya, Nigeria, Philippines and African Union); CRD 14 (Comments of
Indonesia); CRD 15 (Comments of South Africa); CRD 18 (Comments of Republic of Korea).
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not being exceeded. It was noted that the JECFA recommended MRLs only represented 17% of the ADI.
The Delegation recalled that the decision not to adopt the lower MRLs at the 20" CCRVDF was made based
on the understanding that JECFA would endeavour to confirm whether the higher national MRLs could be
accommodated within the ADI before the current session. In the absence of this assessment having been
made and in the interests of efficient operation of the Committee, the Delegation urged the Committee to
consider adoption of the MRLs that had been established by the members who had registered monepantel.
The Delegation noted that this was within the risk management purview of the Committee and that these
MRLs could always be reconsidered at the next meeting if the JECFA assessment did not agree with the
national assessments.

39. The JECFA Secretariat noted the importance of making information available to JECFA in a timely
manner, in particular regarding different MRLs in place in countries, withdrawal periods, in order to allow
JECFA to do its evaluation. It further noted that the JECFA Secretariat had consulted with experts and that
there were some questions regarding monepantel, which warranted further consideration by the 78" JECFA
meeting in November 2013.

40. In view of the above discussion, the Committee agreed to hold the draft MRLs for monepantel in
sheep tissues at Step 7 for consideration at its next session in the light of the 78" JECFA recommendations.
PROPOSED DRAFT MRLS FOR VETERINARY DRUGS (Agenda Item 5b)

Apramycin

41. The Secretariat recalled that the 20" CCRVDF had agreed to hold the proposed draft temporary MRLs
at Step 4 until JECFA could consider additional data and complete the evaluation.

42. The Observer from IFAH informed the Committee that the sponsor company would not be able to
commit the necessary resources to carry out additional studies to respond the questions of JECFA.

43. In view of thrs information, the Committee agreed to remove apramycin from the priority list and to
recommend the 37" Session of the Codex Alimentarius Commission to discontinue work on the proposed
draft MRLs.

Derquantel

44. The Secretariat recalled that the 20" CCRVDF had agreed to hold the proposed draft MRLs at Step 4
and to include derquantel in the priority list with a request to: (i) review the ADI in light of possible different
interpretation of the toxicological database; (ii) review the calculation of the marker to total radiolabeled
residue; and (iii) revise the recommended MRLs if appropriate.

45. Noting that derquantel would be considered by the 78" JECFA, the Committee agreed to hold the
proposed draft MRLs at Step 4 for consideration at its next Session.

Status of the Draft Maximum Residue Limits for Veterinary Drugs

46. Draft and proposed draft MRLs held at Step 7 and Step 4 are attached as Appendices Il and Ill. Work
on proposed draft MRLs for apramycin (cattle and chicken’s kidney) was recommended to be discontinued.

RISK MANAGEMENT RECOMMENDATIONS FOR VETERINARY DRUGS FOR WHICH NO ADI AND/OR
MRL HAS BEEN RECOMMENDED BY JECFA DUE TO SPECIFIC HUMAN HEALTH CONCERNS
(Agenda Item 6)10

47. The Secretariat recalled that the 20™ CCRVDF had agreed to forward a project document to the 35"
Session of the Codex Alimentarius Commission for approval of new work on the development of risk
management recommendations (RMRs) for veterinary drugs for which no ADI and/or MRL has been
recommended by JECFA due to specific human health concerns. The 20" CCRVDF had also agreed,
subject to the approval of new work, to circulate for comments at Step 3 and consideration by the next
Session: (i) the RMRs for chloramphenicol and malachite green, prepared by an in-session working group;

19 CL 2012/23-RVDF, Part B; CX/RVDF 13/21/6; CX/RVDF 13/21/6 Add.1 (Comments of Brazil, Chile, Colombia, Costa
Rica, European Union, Japan, Norway, Peru, Philippines, United States of America, Cl and IACFO); CX/RVDF 13/21/6
Add.2 (Comments of Brazil, Chile, Colombia, Egypt, European Union, Ghana, United States of America and IACFO);
CX/RVDF 13/21/6 Add.3 (Comments of Kenya, Nigeria, Philippines and African Union); CRD 2: Report of physical
Working Group on Risk Management Recommendations for Residues of Veterinary Drugs for which no ADI and/or MRLs
Working; CRD 10 (Comments of Canada); CRD 12 (Comments of Thailand); CRD 13 (Comments of IFAH); CRD 18
(Comments of Republic of Korea); CRD 19Rev (Proposal for an amendment of the first sentence of Option A for
nitrofural, chlorpromazine and olaquindox and proposal for a footnote to the Risk Management Recommendation for
nitrofural).
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and (ii) the RMRs for carbadox, the two nitrofurans, chlorpromazine, stilbenes, olaquindox and the four
nitroimidazoles, prepared by an electronic working group, led by the European Union."* The Committee
further noted that the 35" Session of the Codex Alimentarius Commission had approved the new work as
proposed by the 20" CCRVDF™.

48. The Delegation of the European Union introduced the report of the physical Working Group (CRD 2)
and informed the Committee of the following Working Group’s agreements:

- Chloramphenicol: to keep the RMR as proposed in CL 2012/23-RVDF;
- Malachite green: to align the RMR with that of chloramphenicol;
- Carbadox, furazolidone and stilbenes: to keep the RMRs as in Option A of CX/RVDF 13/21/6; and

- Nitrofural, chlorpromazine and olaquindox: to keep the RMRs in Option A of CX/RVDF 13/21/6 with
some modifications to address the issue of insufficient data and with the inclusion of a footnote in the
RMR for nitrofural, as proposed in CRD19 Rev.

49. The Working Group could not reach a conclusion for the RMRs of the four nitroimidazoles and
recognised that, although a human health concern had been identified for these compounds, there was a
significant data gap and that there was no JECFA assessment for metronidazole.

50. The Working Group had also agreed to the format of the RMRs and that these should be included in
the database for MRLs of veterinary drugs in the Codex website™. The Committee further noted that the
summary of the JECFA evaluation currently included in the RMRs would be replaced with a link to the
database on summaries of the JECFA evaluation™.

Discussion
51. The Committee considered each RMR as follows:
Chloramphenicol

52. The Delegation of the United States of America noted that its objection in the Working Group report
(CRD2) was not to Option A but was based on concern that the language was overly directive and could be
read to mean that there was only one risk management option available to national authorities. The
Delegation suggested amending the language to state clearly in the last sentence that it was “one way” to
prevent residues in food. Other delegations did not support the proposal as they were of the view that the
RMR should be clear, precise and easy to understand and that the language “this can be accomplished by ..”
allowed adequate flexibility.

53. The Committee recognized that a lot of work had been done on the RMR and that the proposed
amendment did not substantially differ from the original text. Therefore, the Committee supported the
recommendation of the Working Group and agreed to advance the RMR for chloramphenicol to Step 5/8.

Malachite green

54. In response to the intervention of a delegation who questioned the correctness of the summary of the
JECFA evaluation of malachite green, the JECFA Secretariat clarified that the main metabolite of malachite
green, leucomalachite green (LMG), causes cancer in experimental animals via a genotoxic mechanism.
Therefore, JECFA considered it not appropriate to establish an acceptable intake level. The JECFA
Secretariat further noted that in such cases, in accordance with recommendation by JECFA when evaluating
food contaminants, the estimation of a Margin of Exposure (MOE) could be applied to provide further
information and guidance to risk managers. The MOE is not an estimate of a safe level of exposure, however
it is an indication of the level of health concern, the lower the MOE the higher is the concern.

55. The Committee supported the proposal of the Working Group to align the RMR for malachite green to
that of chloramphenicol and agreed to advance the RMR to Step 5/8.

Carbadox and Furazolidone

56. The Committee supported the proposal of the Working Group and agreed to advance the RMRs for
carbadox and furazolidone to Step 5/8.

! REP12/RVDF paras 134-138 and Appendix X.

12 REP12/CAC, para. 137 and Appendix VI.

13 http://www.codexalimentarius.org/standards/veterinary-drugs-mris/en/
14 http://apps.who.int/ipsc/database/evaluations/search.aspx
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Nitrofural

57. One Delegation recalled that the Working Group had closely examined the issue of those substances,
such as nitrofural, for which JECFA could not complete the evaluation due to insufficient data. The
Delegation was of the view that it was not appropriate for the Committee to take any decision before
considering whether new scientific information had become available.

58. The JECFA Secretariat clarified that nitrofural causes adverse effects in experimental animals, tumors,
testicular degeneration, via an endocrine-mediated mechanism, but the exact mechanism by which these
effects are caused was not clear. A no-effect level for these effects could not be established, therefore
JECFA had requested additional data, in particular further long-term studies in rats which would allow the
identification of no-effect levels; data supporting the view that tumour formation has an endocrine origin, and
if so suitable data that would allow the identification of a no-effect level; additional data on the identity,
guantity and biological characteristics of nitrofural metabolites.

59. The Committee clarified the language of the RMR by referring to both “insufficient and lack of data”. A
footnote was included in recognition that semicarbazide was not a unique metabolite of nitrofural and
detection of it had in the past inadvertently caused trade problems.

60. The Committee considered a proposal to advance the RMR for nitrofural to Step 5 and to request
JECFA to issue a Call for Data, with the provision to advance the RMR to Step 8 at its next Session. Many
delegations and one observer were of the view that it was important not to further delay a decision for this
compound as the information available had indicated a serious human health concern. These delegations
also noted that the amendment to the proposal in CX/RVDF 13/21/6 to address the issue of insufficient data
was an acceptable compromise.

61. In view of the broad support to the proposal of the Working Group, the Committee agreed to advance
the RMR for nitrofural to Step 5/8.

Chlorpromazine

62. Several delegations expressed concern about the limited data that had been made available to JECFA
for the evaluation of chlorpromazine; these delegations were of the view that the substance should be
reviewed by JECFA before the Committee takes a decision. One delegation noted that even if a concern had
been identified when used as a human drug, this would not justify a risk management recommendation for
use as a veterinary drug because human exposure via food of animal origin would be unlikely.

63. The JECFA Secretariat noted the 38" JECFA’'s conclusions that, in view of the lack of relevant
toxicological data, the long-term persistence of chlorpromazine in humans, the spectrum of additional effects
of the drug, and the probability that even small doses can cause behavioural change, JECFA was unable to
establish an ADI. Furthermore, JECFA had suggested that chlorpromazine should not be used in food
producing animals.

64. Other delegations supported the advancement of the RMR as it was intended to protect the health of
the consumers; these delegations pointed out that the RMR could be reviewed when new information would
become available.

65. In view of the broad support for the proposal of the Working Group, the Committee agreed to advance
the RMR for chlorpromazine to Step 5/8. However, in view of the previous data gaps identified by the 3g™
JECFA, the Committee agreed to include the compound in the Priority List to update the risk assessment
(Item 9a).

Stilbenes

66. The JECFA Secretariat clarified that diethylstilbestrol (DES) is used as the model compound for the
group of related stilbenes, and that most data are available on this compound and that the conclusions on
DES applied to other stilbenes.

67. The JECFA Secretariat also explained that the summary information on the IARC assessment could
be made available in the JECFA summary database, clearly identifying that this was not a JECFA
assessment but based on the latest IARC assessment.

68. The Committee supported the recommendation of the Working Group and agreed to advance the
RMR for stilbenes to Step 5/8.

Olaquindox

69. One delegation was not in agreement with the advancement of the RMR for olaquindox as it had been
evaluated a long time ago by JECFA. The delegation of China was of the view that the RMR in Option B (in
CX/RVDF 13/21/6) was preferable and objected to Option A.
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70. In view of the broad support to the proposal of the Working Group, the Committee agreed to advance
the RMR for olaguindox to Step 5/8.

Nitroimidazoles

71. The Committee recalled that the Working Group had deferred discussion on the four nitroimidazoles,
i.e. dimetridazole, ipronidazole, metronidazole and ronidazole, to the Committee.

72. A number of delegations supported the advancement of the RMRs for the four nitroimidazoles and
noted that JECFA had identified significant toxicological concerns related to these compounds. It was also
noted that although JECFA had not evaluated metronidazole, there was evidence, e.g. similar mechanism of
action as for the other three compounds, to justify the advancement of the RMR for this compound. It was
also noted that nitroimidazoles have the same intermediate metabolites of toxicological concern and there
was no reason to separate metronidazole.

73. Other delegations were not supporting the RMRs for the four nitroimidazoles because JECFA could
not complete the evaluation due to insufficient data. It was also noted that JECFA had decided to evaluate
the four nitroimidazoles individually. The delegations expressed concerns that the Committee should make
recommendations on these assumptions and proposed that the Committee request JECFA to review the four
substances in order to base its recommendations on more solid conclusions.

74. The JECFA Secretariat clarified that JECFA had intended to evaluate the four 5-nitroimidazole
compounds together, based on their structural similarity and, therefore, common properties such as their
antimicrobial and antiprotozoal activity as well as certain toxicological properties. However, this was not
possible due to the variation in amount and quality of the data available.

75. The JECFA Secretariat confirmed that there were data gaps identified for the different compounds,
and that a Call for Data could be issued and a report prepared for the next session of the Committee on the
nature and extent of additional data and the possible implication on the previous JECFA conclusions. This
review based on submitted data and on information available in the public literature would focus on the
toxicological aspects.

76. The Chairperson noted that there was a difference in both quality and quantity of data, which were
evaluated by JECFA when compared with the other compounds for which a data gap was identified. Noting
that JECFA had identified a potential human health concern, the Chairperson proposed that the Committee
hold the RMRs for the four nitroimidazoles at Step 4 and to request JECFA to issue a Call for Data and
conduct a review focusing on the toxicological concern.

77. The Committee supported the proposal of the Chairperson. A nhumber of delegations noted that the
proposal contributed to provide more transparency as to the soundness of the scientific evidence on which
the Committee base its recommendations, in particular for metronidazole. Other delegations were of the view
that it was important not to further delay a decision on these RMRs; they noted that there was no assurance
that adequate data would be submitted to allow JECFA to update its evaluation and that the Committee
could review these RMRs if new data would become available.

78. In view of the above discussion, the Committee agreed to hold the RMRs at Step 4 and to include the
four nitroimidazoles in the Priority List (Agenda Item 9a) in order to take a more informed decision at its 22M
Session. The Committee further agreed that unless there are new recommendations arising from JECFA, it
will advance to Step 5/8 the proposed draft RMRs (Option A)™ at its next Session and urged Members to
submit information in response to the JECFA Call for Data.

Conclusion

79. The Committee agreed to the proposals of the Working Group as to the format of the RMRs and their
publication on the Codex website.

80. In concluding the discussion on this agenda item, the Committee noted the reservations of:

- The Delegation of Brazil as to the RMRs for nitrofural, chlorpromazine and olaquindox. The Delegation
highlighted the need for a careful case-by-case approach to the consideration of these compounds,
while recognizing the importance that the RMRs be based on JECFA's risk assessment. They
stressed that Codex recommendations should be based on scientific evidence and updated JECFA
evaluation rather than on lack of information or on assumptions and that for these compounds the

15 “In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to establish a

safe level of residues of ... or its metabolites in food representing an acceptable risk to consumers, significant health
concerns were identified. For this reason, competent authorities should prevent residues of ... in food. This can be
accomplished by not using ... in food producing animals.”
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Committee takes an approach similar to that taken for the four nitroimidazoles. The Delegation also
stressed that there should be a clear distinction between the role of Codex and the role of national
competent authorities as risk managers.

- The Delegation of the United States of America due to its concern that the RMRs advanced to step 5/8
at the current meeting might intrude on the risk management role of competent national authorities,
fail to recognize the impact of data gaps on risk management, and poorly communicate risk
management advice to those authorities.

Status of the proposed draft Risk Management Recommendations (RMRs) for veterinary drugs for
which no ADI and/or MRL has been recommended by JECFA due to specific human health concerns

(N10-2102)

81. The Committee agreed to forward the proposed draft RMRs for chloramphenicol, malachite green,
carbadox, furazolidone, nitrofural, chlorpromazine, stilbenes and olaquindox to the 37" Session of the Codex
Alimentarius Commission for adoption at Step 5/8 (Appendix IV) and to hold the proposed draft RMRs for
dimetridazole, ipronidazole, metronidazole and ronidazole at Step 4 (Appendix V) for consideration at the
22" CCRVDF.

PROPOSED DRAFT GUIDELINES ON PERFORMANCE CHARACTERISTICS FOR MULTI-RESIDUES
METHODS (APPENDIX TO CAC/GL 71-2009) (N01-2011) (Agenda Item 7)*

82. The Committee recalled that its last session had agreed to establish an electronic working group,
chaired by Canada and the United Kingdom to revise the proposed draft Guidelines on performance criteria
for multi-residue analytical methods; and to develop a generic validation protocol for multi-residue methods.
The Committee had also agreed to establish a physical working group to consider the comments received
and prepare a revised version of the guidelines.

83. The Delegations of United Kingdom and Canada recalled that detailed comments had been received,
highlighted the process followed to revise the document and introduced the revised version of the Guidelines
resulting from the physical working group held prior to the session.

84. The Committee agreed that the Guidelines should be inserted as an Appendix 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).

85. The Committee considered the document section by section, confirmed several amendments made by
the working group, and provided the following additional amendments and comments, in addition to editorial
amendments.

86. In the third paragraph of the Scope, it was proposed to refer to two or more analytes rather than three
or more analytes. The Committee, however, recalled that most methods could determine one or two analytes
relatively easily and that methods were generally considered to be multi-residue methods (MRMs) when
three or more analytes were to be determined.

87. It was agreed to insert the Definitions section after the Scope rather than in a Glossary at the end of
the document.

88. In the definition of MRMs, it was clarified that the method is suitable for “screening, confirmation and
quantification”.

89. Inthe Performance Parameters, (a) selectivity, it was confirmed that the main objective was to ensure
“freedom from interferences”, but as all target analytes were not necessarily resolved chromatographically,
this additional requirement was deleted.

90. One delegation expressed the view that the recommendations were based on methods requiring clean
up and extraction techniques and that the text should be reviewed to make it more general, especially for (d)
stability and (e) incurred residue studies. The Committee noted that the reference to extraction applied only
for those methods involving extraction, and that parameters such as stability of the analyte were generally
applicable to all methods and were not focused on the process. After some discussion it was agreed to
clarify that the performance parameters applied “as applicable”.

91. As regards Performance Characteristics of MRMs for screening analysis (paragraph 8), in reply to
some questions, the Committee noted that this question had been discussed extensively in the working

8 CX/RVDF 13/21/7; CX/RVDF 13/21/7 Add.1 (Comments of Brazil, Chile, Costa Rica, European Union, Peru,
Philippines and United States of America); CX/RVDF 13/21/7 Add.2 (Comments of Kenya, Nigeria and African Union);
CRD 3 (Report of the physical Working Group on Guidelines on Performance Characteristics for Multi-residues Methods)
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group and it was agreed to refer to “a sensitivity at the lowest concentration at which the target analyte may
be reliably detected within defined statistical limits” without specifying a value, and that the purpose of the
characteristics was to ensure that the methods were fit for purpose.

92. The working group had considered that it was too difficult to develop a generic validation protocol for
multi-residue methods and that it was more appropriate to reference national or regional guidelines, and
such references were included in the first version of the document. The Committee agreed with the proposal
of the physical working group to delete the references as they were not necessary in the guidelines and
would be taken into account in the IAEA FCRIS database. The Committee recognized the importance of the
database of MRMs and related validation data, which was maintained by the IAEA, and urged all delegations
to provide MRM-related data to the IAEA to ensure that the database was regularly updated.

Status of the Proposed Draft Guidelines on Performance Characteristics for Multi-residues Methods
(Appendix C to CAC/GL 71-2009) (N01-2011)

93. The Committee agreed to forward the proposed draft Guidelines to the 37" Session of the Codex
Alimentarius Commission for adoption at Step 5/8 (Appendix VI).

RISK ANALYSIS POLICY ON EXTRAPOLATION OF MRLS OF VETERINARY DRUGS TO ADDITIONAL
SPECIES AND TISSUES (Agenda Item 8a)"’

94. The Committee recalled that its last session had agreed to circulate for comments the draft Risk
Analysis Policy on Extrapolation of MRLs of Veterinary Drugs to Additional Species and Tissues and to
establish a physical working group in order to facilitate consideration of the comments, and had forwarded
nine questions to JECFA on extrapolation.

95. The Delegation of Canada introduced the report of the physical working group, which had met prior to
the session (CRD 4), and informed the Committee that the working group had used the support document
prepared by Canada, which addressed the comments received, analysed the replies received from JECFA
on the questions put forward at the last session, and presented a draft Risk Analysis Policy. The Committee
had also convened an in-session working group to consider proposed revisions to the initial document (CRD
20).

96. The Committee considered the recommendations of the working groups and made the comments and
amendments presented below.

Questions to JECFA

97. The Committee agreed to put forward additional considerations to the five questions earlier posed to
the 78" JECFA, as presented in Annex 1 to CRD 4. These considerations are listed in Appendix VII to be
forwarded to the 78" JECFA

Risk Analysis Policy

98. The Committee agreed to focus on the revised version presented in CRD 20. The Committee agreed
not to have a separate Risk Analysis Policy but include provisions on extrapolation within the Principles of
Risk Analysis applied by the CCRVDF. The Committee discussed whether the terms extrapolation and
extension could both be used.

99. The JECFA Secretariat indicated that JECFA and EHC 240 refer to both extrapolation and extension,
although the 66" JECFA recommended that * ‘extrapolation may not be the appropriate term, but rather
extension of the MRL"*®. The JECFA Secretariat indicated that further guidance on the terminology would be
provided by the 78" JECFA. It was noted that other interpretations existed, extrapolation being an alternative
to the usual MRL setting process, and extension being applied when an MRL established on the basis of a
full data package was extended to another species on the basis of residue data.

100. Some delegat|0ns proposed to reconsider the risk analysis policy at the next session in the light of the
advice from the 78" JECFA as the guestion of terminology could not be solved. Other delegations expressed
the view that the development of the risk analysis policy should not be delayed and both terms could be
retained in the document, as they were currently used by JECFA.

" REP12/RVDF Appendix XI; CL 2012/11-RVDF Point 7; CX/RVDF 13/21/8 (Comments of Brazil, Costa Rica, European
Union, Norway and United States of America); CX/RVDF 13/21/8 Add.1 (Comments of Kenya, Nigeria and African
Union); CX/RVDF 13/21/8 Add.2 (Comments of the JECFA Secretariat); CRDs 4 and 20 (Reports of physical and in-
session Working Groups on Risk Analysis Policy on Extrapolation of MRLs of Veterinary Drugs to Additional Species and
Tissues MRLs); CRD 12 (Comments of Thailand).

'8 http://whglibdoc.who.int/publications/2006/9241209399_eng.pdf
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101. After some discussion, it was agreed to use only the term “extrapolation” at this stage and to
reconsider this question when the advice from JECFA became available and revise the risk analysis policy
as necessary. It was noted that “extension” was used in other parts of the adopted Risk Analysis Principles
and although there was a proposal to replace it with “extrapolation’, the Committee agreed not to amend the
adopted text, such as in section 2(f).

102. The Committee agreed to ask JECFA to clarify the use of the terms “extrapolation” and “extension”.
The JECFA Secretariat confirmed that this question would be considered by the 78" meeting, which would
also address the harmonisation of terminology with IMPR.

103. Under Risk Analysis Policy for JECFA, section “g bis”, it was agreed to reorder the three paragraphs in
a more logical order. Following a comment that a new metabolite may not be of toxicological significance, it
was agreed to refer to “unique metabolite(s) of toxicological concern” in the second paragraph.

Status of the Draft Risk Analysis Policy on Extrapolation of MRLs of Veterinary Drugs to Additional
Species and Tissues

104. The Committee agreed to forward the provisions on extrapolation, for inclusion in the Risk Analysis
Principles for CCRVDF, to the 37" Session of the Codex Alimentarius Commission through the Committee
on General Principles (Appendix VIII).

DRAFT “CONCERN FORM” FOR THE CCRVDF (FORMAT AND POLICY PROCEDURE FOR ITS USE)
(Agenda Item 8b)*

105. The Committee recalled that its last session, while completing the revision of the Risk Analysis
Principles and Risk Assessment Policy, had agreed that further work was needed on the “concern form” and
had established an electronic working group chaired by Australia and Brazil to develop the scope of the
“Concern Form”, the procedure for its use and its format. It was also agreed to convene a physical working
group prior to the session.

106. The Delegation of Australia and Brazil informed the Committee that the physical working group had
generally supported the Concern Form in order to improve communication between the Committee and
JECFA, while the Delegation of the European Union had expressed a reservation, and that the working
group had developed a draft procedure for the Committee to consider if it decided to proceed with the
Concern Form.

107. The Delegation of the European Union expressed the view that the Concern Form was not needed in
the CCRVDF and that it would unnecessarily complicate and delay the process for setting MRLs,
overlapping with the existing procedures for priority setting and making it more difficult to establish priorities
for JECFA, and therefore the Delegation did not support the introduction of a Concern Form.

108. Other delegations and some observers supported the use of a Concern Form for the following
reasons: it would clarify the process, improve transparency in the interaction with JECFA, and facilitate
resolution of issues; this process would not interfere with the setting of priorities, and would also be useful for
JECFA as it would clearly describe the concerns or questions related to risk assessment. The Delegation of
Costa Rica, as CCLAC Coordinator, informed the Committee that the 29" CCLAC, which was attended by
29 countries of the region, supported the elaboration of the Concern Form for the CCRVDF.”> Some
delegations also pointed out that the Concern Form might be useful for risk management at the national
level, and for developing countries.

109. Some delegations and one observer, while supporting in principle the use of the Concern Form,
expressed the view that the procedures should be clarified.

110. The Committee agreed in principle to use a Concern Form and proceeded to consider the procedure
for its use, including a template, as proposed by the working group in the Annex to CRD 5. The Committee
made the following amendments and comments, in addition to editorial changes.

111. The Committee agreed that the provisions on the Concern Form should be inserted in section 3.2
Consideration of the Result of the Risk Assessment of the Risk Analysis Principles Applied by the CCRVDF,
as they were not related to the consideration of risk management options.

19 CX/RVDF 13/21/9; CX/RVDF 13/21/9 Add.1 (Comments of Brazil, Chile, Costa Rica, European Union and
Philippines); CX/RVDF 13/21/9 Add.2 (Comments of Argentina, Brazil, Costa Rica, Cuba, Kenya, Nigeria, United States
of America and African Union); CRD 5 (Report of physical Working Group on the Concern Form); CRD 11 (Comments of
Dominican Republic and Panama); CRD 12 (Comments of Thailand); CRD 13 (Comments of IFAH).

2 REP13/LAC, paras 156-157.
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112. It was agreed that paragraph 23 (“The CCRVDF may ask JECFA for any additional information”)
should remain unchanged as this was a general statement relating to the decision of the Committee,
whereas concern forms were submitted by delegations.

113. The Committee discussed the introductory sentence proposed by the working group, referring to
“concerns that could not be clarified in the session” and considered several alternative proposals in order to
describe the different situations in which a concern form could be submitted. After some discussion, the
Committee agreed on a short introductory sentence to be inserted as a new paragraph 25, as the detailed
description of the various cases would be provided in a new section 3.3 Using the Concern Form
(immediately after paragraph 25).

114. In the first paragraph of the new section, as it was noted that it was already possible to put forward
scientific concerns for consideration by JECFA, and it was agreed that the Concern Form was an “additional
tool” in this respect and that it should be made clear that other concerns can still be raised. The rest of the
paragraph was deleted to keep the text focused on procedures and to avoid repetitions.

115. It was agreed that the Concern Form should be accompanied by supporting documentation in all
cases and the text of the first and second indents was amended accordingly. The case in which concerns
cannot be clarified at the session was described in the second indent.

116. The Committee noted a proposal to delete the fifth indent reflecting the Steps to be followed in the
Procedure as this may not be necessary, but it was retained for clarification purposes.

117. It was clarified that “identical concerns should be considered only once by JECFA” in the sixth indent.

118. In the Annex presenting a template for the Concern Form, the Committee made some amendments
for clarification purposes. It was agreed that relevant information should be put forward under “description of
the concern” and “summary of the supporting documentation”, which could include “dietary exposure
assessment”.

119. The Committee agreed that all comments had been addressed and that the new section was ready for
forwarding to the Commission for inclusion in the Procedural Manual. The Committee also agreed that it
would evaluate the use of the Concern Form for the work of CCRVDF at a future time.

120. The Delegation of the European Union expressed its reservation on the use of a Concern Form by
CCRVDF.

Status of the proposed “concern form” for CCRVDF

121. The Committee agreed to submit the new provisions on the use of a Concern Form for inclusion in the
Procedural Manual in the Risk Analysis Principles Applied by the CCRVDF to the 37" Session of the Codex
Alimentarius Commission through the Committee on General Principles (Appendix IX).

DRAFT PRIORITY LIST OF VETERINARY DRUGS REQUIRING EVALUATION OR RE-EVALUATION BY
JECFA (Agenda Item 9a) **

122. The Delegation of Australia introduced the report of the working group (CRD 6). The Committee noted
that the working group had considered all the requests received in reply to CL 2012/30-RVDF and had:

- Recommended to include in the priority list for evaluation by JECFA: phenylpyrazole and ethoxyquin.

- Agreed that oxolinic acid and flumequine were not supported by sufficient data and could therefore be
removed from the Priority List.

- Noted that emamectin benzoate had not been supported by the sponsor in response to a JECFA Call
for Data. The evaluation by the 78" JECFA would proceed, based on information in public literature.

- Noted that apramycin, which was scheduled for evaluation by the 78" JECFA, was not being
supported by the sponsor and would therefore not be further considered.

123. The Committee agreed to the above recommendations and made the following comments and
decision.

124. The Committee was informed that phenylpyrazole was not used in dairy cows and therefore MRLs in
milk would not be required. The Observer from IFAH informed the Committee that the name for
phenylpyrazole had been changed to sisapronil.

2L CL 2012/30-RVDF; CX/RVDF 13/21/10 (Comments of Brazil, Costa Rica, Peru and Philippines; CRD 6 (Report of the
physical Working Group on Priorities).
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125. The Committee was informed that, in response to a request from Costa Rica, the JECFA Secretariat
had re-examined the previous JECFA evaluations in relation to ivermectin. From this initial assessment the
JECFA Secretariat advised that it might be possible for JECFA to establish an MRL for bovine muscle,
based on the data summarised in the existing monographs. The Committee agreed to include ivermectin on
the Priority List.

126. In view of discussion on RMRs (Agenda Item 6), the Committee agreed to include the following
veterinary drugs in the Priority List: chlorpromazine, dimetridazole, ipronidazole, metronidazole and
ronidazole. For these veterinary drugs, the JECFA Secretariat agreed to provide advice to the 22"
CCRVDF on the availability of toxicological data and possible implications, based on a new JECFA Call for
Data and literature review

127. In relation to the recommendation by the working group to include ethoxyquin on the priority list, the
Delegation of the Philippines confirmed that ethoxyquin was registered as a feed additive as an antioxidant
and that data were available to submlt to JECFA. The Committee agreed to include ethoxyquin in the Priority
List and to ask confirmation the 37" Session of the Codex Alimentarius Commission on the appropriateness
for the Committee to consider this feed additive.

128. The delegation of Norway indicated that they intended to submit to the 22" CCRVDF requests for
inclusion in the Priority List of several compounds used in fish. The Republic of Korea informed the
Committee that at the next Session they would confirm the availability of data for the inclusion of amoxicillin
and ampicillin for use in fish. The Committee noted that these requests should be submitted in response to
the Circular Letter.

129. The Committee considered the recommendation to establish a working group on priorities to report to
the 22" CCRVDF. The Committee agreed to establish an electronic working group, chaired by Australia and
working in English only, and noted that the deadline for the submission of proposals in response to the
Circular Letter would be earlier than the current date to allow the electronic working Group to prepare a
proposal for the 22" CCRVDF. The Committee noted the need to respect the deadline in order to allow the
electronic working group to prepare a proposal for the Plenary. It further noted that the report of the
electronic working group should be submitted in sufficient time prior to the 22" CCRVDF to allow adequate
time for translation and consideration by Members.

Conclusion

130. The Commlttee agreed to forward the Priority List of Veterinary Drugs for Evaluation or Re-evaluation
by JECFA to the 37" Session of the Codex Alimentarius Commission for approval (Appendix X).

DATABASE ON NEED FOR MRLs FOR DEVELOPING COUNTRIES (Agenda Item 9b) 2

131. The Delegation of the United States of America introduced the work on the database on the need for
MRLs for developing countries. The Delegation noted that the development of the database seemed not to
have been sufficient to achieve the goal to respond to the developing countries’ needs for MRLs. The
Delegation confirmed their willingness to continue to update the database and recommended to revert to
requesting inputs for the database through a Circular Letter rather than through an electronic Working
Group.

132. The Delegation proposed an alternative approach to move compounds from the database to the
priorities list, as presented in CRD 17. The approach starts with the identification of the needs for treatment
of animal diseases, identification of drugs to treat these diseases and identification of known health and/or
trade problems associated with them (step 1). The following steps consist of the identification of the data
gaps (step 2) and of alternative approaches to fill these gaps to allow assessment by JECFA (step 3).

133. In order to implement the approach the Delegation proposed to the Committee to request FAO and
WHQO’s advice for Step 1 and to establish an electronic working group for steps 2 and 3.

134. The Chairperson noted that the proposed approach would help to better frame the need for MRLs for
developing countries. The Delegation of the United Kingdom informed the Committee about a European
Union database “DISCONTOOLS”® on animal diseases and available detection methods and treatment,
which could provide information to the proposed approach. The Committee recognized the need for

22 CX/RVDF 13/21/11; CRD 6 (Report of the physical Working Group on Priorities); CRD 8 (Comments of Colombia,
Kenya, Nigeria, Philippines, African Union); CRD 14 (Comments of Indonesia); CRD 15 (Comments of South Africa);
CRD 17 (Comments of the United States of America).

3 http://www.discontools.eu/
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Members to actively participate in this work by providing the required information and the importance to
involve the OIE as well as other interested organizations.

135. The Committee noted that this was a long-term activity and that it would be necessary that FAO and
WHO complete their work to allow the electronic working group to start the following steps.

Conclusion
136. The Committee supported the proposal and agreed to:
(i) Request FAO and WHO advice on the following:
- To identify global animal health needs, i.e., key diseases of concern;

- To address each disease of concern and identify available veterinary drugs including alternatives;
and

- To report for each of the veterinary drugs on the known human health and/or trade concerns.

(ii) Establish an electronic working group, co-chaired by the United States of America and Costa Rica,
and working in English and Spanish, to:

- Identify data availability and gaps for the veterinary drugs identified, taking the information
contained in the database into account; and

- Explore alternative ways to fill data gaps, and prioritize veterinary drugs for evaluation by JECFA.

(ii)The Committee agreed to request inputs for the database on countries’ need for MRLs through a
Circular Letter.

DISCUSSION PAPER ON GUIDELINES ON THE ESTABLISHMENT OF MRLS OR OTHER LIMITS FOR
HONEY (Agenda Item 10)**

137. The Committee recalled that its last session agreed to establish an electronic working group, chaired
by the United Kingdom, to prepare a discussion paper giving consideration to appropriate guidelines for the
establishment of MRLs or other limits for residues of veterinary drugs in honey, and if necessary to prepare a
project document for new work.

138. The Delegation of the United Kingdom informed the Committee that the proposals and conclusions of
the electronic working group had been superseded by those of the in-session working group, as presented in
CRD 21.

139. The Committee agreed with the conclusions of the working group that detailed guidelines on setting
MRLs or limits in honey for inclusion in CAC/GL 71-2009 or as a separate document were not currently
required.

140. The Committee also agreed that a brief text should be inserted in the Procedural Manual in the Risk
Analysis Principles applied by the CCRVDF to address the establishment of MRLs for honey, to the effect
that CCRVDF may “Consider recommending MRLs for honey using alternative approaches in accordance
with the guidance established by JECFA”, as well as a similar sentence related to the approach to be taken
by JECFA. However, as it was premature to insert this text as guidance from JECFA had not been
developed and the Committee agreed to circulate the draft for comments and consideration at the next
session in the light of the outcome of the 78" JECFA (Appendix XI).

141. The Committee agreed to put forward the following question for consideration by JECFA: “Is it
possible to establish MRLs for honey using monitoring data from national authorities, similar to the
approaches for setting MRLs for spices used by JMPR (Joint FAO/WHO Meeting on Pesticide Residues)?”
This question is presented with the questions on extrapolation in Appendix VIII.

142. In reply to the question on the on-going work in IMPR, the JECFA Secretariat responded that JECFA
at its 78" meeting when considering extrapolation and work on honey, will take into account the work
undertaken by JMPR, such as recommending MRLs for spices based on monitoring data and work on
honey.

24 CX/RVDF 13/21/12; CRD 9 (Comments of Kenya, Nigeria, Philippines, Africa Union); CRD 16 (Comments of Brazil);
CRD 18 (Comments of Republic of Korea); CRD 21 (report of the in-session working group on honey)
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OTHER BUSINESS AND FUTURE WORK (Agenda Item 11)
DRAFT AMENDMENTS TO THE TERMS OF REFERENCE OF CCRVDF (Agenda Item 11a)*°

143. The Secretariat recalled that the 19" CCRVDF within its discussion on new work on the elaboration of
risk management recommendations for substances with no ADI and/or MRLs had noted that its Terms of
Reference (TORs) might not cover this work and therefore prepared a proposal for amending the TORs,
which was circulated for comments. It was also recalled that at its 20" Session, the Committee could reach
an agreement on its revised TORs and that further proposals, which included an amended point (c) and add
a new point (e), were circulated for comments (REP13/RVDF Appendix II).

Discussion

144. A number of delegations were of the opinion that it was not necessary to amend the TORs. These
delegations were of the view that the current point (c) “to develop codes of practice as may be required” had
demonstrated to be sufficient to allow the Committee to develop risk management measures for substances
with no ADI and/or MRLs and to provide appropriate risk management advice as it relates to the role of
Codex relative to that of national competent authorities. These delegations were not aware of any work that
was restricted or falling outside the scope of the current TORs and considered it necessary to have an
explicit reason to justify any amendments. They were of the opinion that the proposed amendments were too
broad and that the Committee should be extremely cautious in making changes to its TORs as it might have
unintended consequences in the future, including work in areas of greater controversy or potential lack of
consensus; and that the Risk Analysis Principles Applied by the CCRVDF provided adequate guidance to
ensure transparency and clarity as to the work of the Committee, including for aspects of risk
communication.

145. A number of other delegations supported the amended point (c), while considering that the new point
(e) was unnecessary. These delegations were of the view that this amendment would be useful to clearly
spell out that the Committee was allowed to consider risk management measures other than MRLs and
codes of practice, and thus provide clarity and avoid any confusion on this matter in the future. It was noted
that it was important to ensure consistency concerning the application of risk analysis throughout Codex
documents and that the amendment was in line with the TORs of the Committee on Pesticide Residues, i.e.
point (e) “to consider other matters in relation to the safety of food and feed containing pesticide residues”.

146. One delegation and two observers supported the inclusion of the new point (e), which addressed the
important aspects of risk communication. Two observers also noted that in their view the current TORs were
too narrow and did not cover important areas of potential work, such as antimicrobial resistance.

Conclusion

147. The Chairperson noted that there was no consensus on amending the TORs of the Committee. He
noted that the Commission had approved new work on the development of risk management
recommendations for residues of veterinary drugs for which no ADI, and/or MRLs were recommended by
JECFA due to specific human health concerns (Agenda Item 6), without requesting the Committee to amend
its TORs. Therefore, it seemed that the reason for such a change no longer existed. The Chairperson further
noted that at present there were no compelling reason to change the TORs and that any revision could be
considered in the future should a justified need be put forward.

148. In view of the above the Chairperson concluded that there was no need to revise the TORs of the
Committee as the current TORs, in particular point (c) “to develop codes of practice as may be required”
allows the Committee to develop risk management recommendations for residues of veterinary drugs for
which no ADI and/or MRLs were recommended by JECFA due to specific human health concerns.
Therefore, the Committee agreed to discontinue work on this matter.

OTHER BUSINESS

CCRVDF CURRENT PROBLEMS AND SOLUTIONS

149. The Chairperson announced its intention to exercise his prerogative to draft a discussion paper
regarding the issues and concerns that impact the ability of the CCRVDF to efficiently perform its work. The
Chairperson will seek input from delegates in preparation of this discussion paper, which will be considered
by the 22" CCRVDF. The Chairperson’s desire is for this paper to elucidate new thinking and approaches

% REP 12/RVDF App. Il; CL 2012/11-RVDF, part B point 6; CX/RVDF 13/21/13 (Comments of Australia, Brazil, Costa
Rica, European Union, New Zealand, Norway and United States of America); CX/RVDF 13/21/13 Add. 1 (Comments of
Kenya, Nigeria and African Union); CRD 13 (Comments of IFAH); CRD 15 (Comments of South Africa); CRD 16
(Comments of Brazil).
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towards sustaining efficient work and the collegial environment, noting the looming challenges facing the
Committee in the future.

150. Several delegations welcomed the initiative and expressed their desire for the Chairperson to seek
their inputs on the discussion paper.

151. The Chairperson invited delegation to evaluate the effectiveness of this session of the Committee and
to note challenges and opportunities for improvements in the future. The following is a summary of the points
raised by the delegates.

Things that worked well

Physical working groups

152. Physical working groups worked well and it is important that technical experts from the delegations be
involved in these working groups where the work of drafting documents is performed and thus allowing the
Plenary to focus on policy and substantive matters; and the importance of interpretation during the physical
working groups.

Meeting, facilities and logistic

153. The projection of documents on the screen facilitated the work of the Committee; displaying the
agenda items and documents numbers on the screen helped delegations to better engage during the
session; the delegations rooms for regional coordination enabled delegations to discuss and prepare for the
physical working groups and the session.

Conduct of the meeting

154. Several delegations expressed their appreciation for the meetings of the Chair with the regions prior to
the physical working groups and the session and for the collegial environment during and outside the
session, which allowed open and transparent discussion.

Database on MRLs needs, plan for the future

155. The efforts to progress MRLs for developing countries and urging members to participate in the eWG
of the USA (Agenda Item 9b); utilising opportunities for collaboration between Codex and OIE at regional
level.

Opportunities for improvements

Calendar Coordination

156. The calendar of CCRVDF and JECFA could be better coordinated in order to increase efficiency of the
work of the Committee and to optimise both human and financial resources. More information on the dates of
the physical working groups on the Codex website would help delegates justify the dates of their travel and
secure timely permission from their governments to attend.

Broadening participation

157. Food safety laboratories play a critical role in ensuring good agriculture practice and more participation
of representatives from these laboratories is desirable. Several delegations suggested pathways for the
Committee to improve the involvement of the private sector, in particular manufacturers, in the work of the
Committee and in the generation/provision of data for JECFA evaluation. They suggested organising
informal sessions, in conjunction with CCRVDF meetings, to encourage active participation.

Antimicrobial resistance

158. Consider ways that the topic of antimicrobial resistance is considered within the work of this
Committee.

DATE AND PLACE OF NEXT SESSION (Agenda Item 12)

159. The Committee noted that its 22™ Session was tentatively scheduled to be held in April 2015, subject
to further discussion between the Codex and United States of America Secretariats. The Committee noted
that invitation of Costa Rica to co-host the next Session of CCRVDF.
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SUBJECT MATTER

STEP

ACTION BY:

DOCUMENT REFERENCE
(REP14/RVDF)

Proposed draft Risk
Recommendations (RMRs) for
chloramphenicol,  malachite  green,
carbadox, furazolidone, nitrofural,
chlorpromazine, stilbenes and

olaguindox (N01-2011)

Management

5/8

37" cAC

Para. 81 and Appendix IV

Proposed draft Performance
Characteristics for Multi-Residues
Methods (MRMs) for Veterinary Drugs
(Appendix C of CAC-GL 71-2009) (NO1-
2011, a-h)

5/8

37" cAC

Para. 93 and Appendix VI

Draft Maximum Residue Limits for
monepantel (sheep tissues)

22" CCRVDF

Para. 46 and Appendix Il

Proposed draft Maximum Residue Limits
for derquantel (sheep tissues)

22" CCRVDF

Para. 46 and Appendix IlI

Proposed draft RMRs for dimitridazole,
ipronidazole, metronidazole and
ronidazole (N01-2011)

22" CCRVDF

Para. 81 and Appendix V

Priority List of Veterinary Drugs
Requiring Evaluation or Re-evaluation
by JECFA

1,2,3

37" CCRVDF

Para. 130 and Appendix X

Draft provisions on Extrapolation of
Maximum Residue Limits (MRLs) of
Veterinary Drugs to Additional Species
(for inclusion on the Risk Analysis
Principles applied by the CCRVDF)

adoption

37" CcAC
(through 28"
CCGP)

Para. 104 and Appendix VIII

Draft provisions of the use of the
Concern Form for the CCRVDF (for
inclusion on the Risk Analysis Principles
applied by the CCRVDF)

adoption

37" CcAC
(through 28"
CCGP)

Para. 121 and Appendix IX

Draft provisions on establishment of
MRLs for honey (for inclusion on the
Risk Analysis Principles applied by the
CCRVDF)

Members and
Observers
22" CCRVDF

Para. 140 and Appendix XI

Discussion paper regarding the issues
and concerns that impact the ability of

CCRVDF

the CCRVDF to efficiently perform its i Chairperson Para. 149
work
Database on countries’ needs for MRLs - USA Para. 131
Alternative approach to move
eWwG

compounds from the database on i (Costa Rica and | Para.136
countries’ need for MRLs to the JECFA '

R USA)
Priority List
Proposed draft Maximum Residue Limits
for apramycin (cattle and chicken’s | discontinued 37" CAC Para. 43
kidney)
Draft amendments to the Terms of discontinued i Para. 143

Reference of CCRVDF
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CHAIR'S ASSISTANT - ASSISTANT DU PRESIDENTE - ASISTENTE DEL PRESIDENTE

Dr Merton SMITH
Director, International Programs
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Mr Dugald MACLACHLAN

Manager

Chemical Residues and Microbiological Policy
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Tel: +61 2 6272 3183

E-mail: dugald.maclachlan@daff.gov.au
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Mr Robert MUNRO
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Medicines Authority
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AUSTRALIA
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AUSTRIA — AUTRICHE

Mr Thomas KUHN
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1220 Vienna
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Fax: +43 50555 32630

E-mail: thomas.kuhn@ages.at
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Mr Bruno URBAIN

Expert
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Tel: +3225248130
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Ms Erika Patricia CAMACHO GARCIA
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SENASAG- Encargada Nacional

BOLIVIA (PLURINATIONAL STATE OF)

Tel: +591-70988353
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BOLIVIA (PLURINATIONAL STATE OF)
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Ms Suzana BRESSLAU

Official Veterinarian Inspector

Feed Additives Division

Ministry of Agriculture, Livestock and Food Supply
(MAPA)

Esplanada dos Ministerios, Bloco D, Edificio Anexo, 4
andar, Ala A, Sala 443

70043-900 Brasilia

BRAZIL

Tel: +556132182861

Fax: +556132235936

E-mail: suzana.bresslau@agricultura.gov.br

Ms Clea CAMARGO

Regulatory Affairs Manager
ABIQUIFI

R. Alexandre Dumas, 1711 - 8 andar
04717-004 Sao Paulo

BRAZIL
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E-mail: clea.camargo@pfizer.com
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Ms Daniela Beatriz DE CASTRO GOMES

Expert on Regulation
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School of Veterinary Medicine

University of Sao Paulo

Av. Prof. Dr. Orlando Marques de Paiva 87
05508-200 Sao Paulo
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Fax: +551130917829
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Mr Cesar LOPES

Technical Director for Latin America
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Tel: +551193794593
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05508-200 Sao Paulo

BRAZIL

Tel: +551130917957

Fax: ++551130917829
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Dr Manisha MEHROTRA
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Health Canada
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11 Holland Ave, Suite 14
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Canadian Food Inspection Agency (CFIA)
116 Veterinary Road

S7N 2R3 Saskatoon

CANADA

Tel: +1 306-975-5358

Fax: + 1 306-975-5711

E-mail: joe.boison@inspection.gc.ca

Dr Shiva GHIMIRE

Team Leader, Metabolism and Residue Chemistry
Division

Health Canada

Veterinary Drugs Directorate

11 Holland Ave, suite 14

K1A 0K9 Ottawa

CANADA

Tel: + 1 613-946-6501

Fax: + 1 613-957-3861

E-mail: shiva.ghimire@hc-sc.gc.ca

20

Mr Martin MICHAUD

Senior Project Manager/Scientific and Technical Advisor
Université de Montréal

3190, rue Sicotte

J2S 2M2 Saint-Hyacinthe

CANADA

Tel: +1-514-913-2685

Fax: +1-450-714-4204

E-mail: martinmich@videotron.ca

Ms Jean SZKOTNICKI
President

Canadian Animal Health Institute
160 Research Lane, Suite 102
N1G 5B2 Guelph

CANADA

Tel: +1 519-763-7777

Fax: + 1 519-763-7407

E-mail: jszk@cahi-icsa.ca

CHILE - CHILI

Ms Roxana VERA

Ingeniero AgronomoServicio Agricola y Ganadero
Unidad de Acuerdos, Subdepartamento de
Negociaciones Internacionales, Division de Asuntos
Internacionales

Bulnes 180

Santiago

CHILE

Tel: + 56-2-23451167

E-mail: roxana.vera@sag.gob.cl

CHINA - CHINE

Mr Yichun DONG

Director

Division of International Cooperation
China Institute of Veterinary Drug Control
No. 8 Zhongguancun South Street
100081 Beijing

CHINA

Tel: +86 (010)62103588

Fax: +86 (010)62103582
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Centre for Food Safety

Food and Environmental Hygiene Department
43/F.,Queensway Government Offices

Hong Kong

CHINA

E-mail: lwsze@fehd.gov.hk

Mr Wai Tong TANG

Assistant Secretary

Food and Health Bureau

Government of the HKSAR

17/F., East Wing, Central Government Office
Hong Kong

CHINA

Tel: 852 35098709

Fax: 852 21022531

E-mail: gwttang@fhb.gov.hk

Mr Zonghui YUAN

Professor

Huazhong Agricultural University
Shizishan Street,Hongshan

District, Wuhan,Hubei

430070

CHINA

Tel: 86-15172443766

Fax: 86-27-87672232

E-mail: yuan5802@mail.hzau.edu.cn

Mr Jian ZHU

Researcher

Shanghai Entry-Exit Inspection Quarantine Bureau of
the People's Republic of China

1208 Minsheng Road

200135 Shanghai

CHINA

Tel: +86-13661457997

Fax: +86-21-68549058

E-mail: jlanzhu@163.com
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COLOMBIA - COLOMBIE

Mr Hector Ferney RODRIGUEZ

Medico Veterinario

Instituto Nacional de Vigilancia de Medicamentos
Car 68D 17-11/21

Bogota

COLOMBIA

Tel: +57 2948700

E-mail: Hrodrigueza@invima.gov.co

Mr McAllister TAFUR

Instituto Colombiano Agropecuario

Director de Inocuidad e Insumos Veterinarios
Carrera 41 No. 17 - 81

Bogota

COLOMBIA

Tel: 57 1 3323741

Fax: 57 1 332 3745

E-mail: McAllister.tafur@ICA.GOV.CO

COSTA RICA

Dr Jose Luis ROJAS

Medico Veterinario

Ministerio de Agricultura y Ganaderia
Servicio Nacional de Salud Animal
Heredia

COSTA RICA

Tel: + 506 25871600

E-mail: jrojas@senasa.go.cr

Ms Giannina LAVAGNI

Tecnodloga de Alimentos

Ministerio de Economia, Industria y Comercio
Codex Alimentarius

400 metros oeste de la Contraloria General de la
Republica

10216-1000 San José

COSTARICA

Tel: (506) 2549-1494

Fax: (506)2291-2015

E-mail: glavagni@meic.go.cr

COTE D'IVOIRE — COSTA DE MARFIL

Mr Ardjouma DEMBELE

Professor

Maitre de Recherches au Laboratoire Central
d'Agrochemie

CNCA-CI / AU-IBAR

04 BP 504 Abidjan 04

COTE D'IVOIRE

Tel: +225 05 95 95 72/+ 22507 74 4

Fax: + 2252022 1771

E-mail: ardjouma@yahoo.fr

DENMARK — DANEMARK — DINAMARCA

Ms Anne Rath PETERSEN

Special Veterinary Adviser

Danish Veterinary and Food Administration
Stations Parken 31

2600 Glostrup

DENMARK

Tel: +45 722 26624

Fax: +45 72276901

E-mail: arp@fvst.dk


mailto:lwsze@fehd.gov.hk
mailto:yuan5802@mail.hzau.edu.cn
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DOMINICAN REPUBLIC - REPUBLIQUE
DOMINICAINE- REPUBLICA DOMINICANA

Ms Virginia QUINONES

Enc. Division de Registro de Productos y
Establecimientos Veterinarios

Ministerio de Agricultura (MA)

Direccion General de Ganaderia (DIGEGA)
Ciudad Ganadera, Av. George Washington
10116 Santo Domingo

DOMINICAN REPUBLIC

Tel: 829-760-1971 / 849-889-7074

E-mail: reqgistro.ganaderia@gmail.com _y
codexsespas@yahoo.com

EGYPT - EGYPTE-EGIPTO

Dr Moustafa Abdel AZIZ

Professor of Veterinary Pharmacology
Kafrelsheikh University

Veterinary Pharmacology

22 Mohamed Kamel Moursi St. Dokki Giza
12311 Cairo

EGYPT

Tel: +201223659388

Fax: +20233375648

E-mail: mabdelaziz1909@gmail.com

EL SALVADOR - SALVADOR

Mr Mariano TEJADA

Coordinator

Register Animal Veterinary Medicine
Ministerio de Agricultura y Ganaderia
Calle circunvalacion, Block M14-1
Antiguo Cuscatlan

EL SALVADOR

Tel: +1 503 22737087

E-mail: Tejadasal@yahoo.com

ESTONIA — ESTONIE

Ms Nele PALUSTE

Adviser

Ministry of Social Affairs

European and International Co-ordination Department
29 Gonsiori Str,

15027 Tallinn

ESTONIA

Tel: + 372 626 9256

E-mail: nele.paluste@sm.ee

EUROPEAN UNION-UNION EUROPEENNE-UNION
EUROPEA

Mr Risto HOLMA

Administrator Responsible for Codex Issues
European Commission

DG for Health and Consumers

Rue Froissart 101

1049 Brussels

BELGIUM

Tel: +322 2998683

Fax: +322 298566

E-mail: risto.holma@ec.europa.eu
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Ms Ella STRICKLAND

Head of Unit

European Commission

DG SANCO

Rue Froissart 101

1049 Brussels

BELGIUM

Tel: +322 299 30 30

Fax: +32 2 299 85 66

E-mail: ella.strickland@ec.europa.eu

Ms Isaura DUARTE

Head of Animal and Public Health Section
European Medecines Agency (EMA)

7 Westferry Circus - Canary Wharf

E14 4 HB London

UNITED KINGDOM

Tel: +44 2079188457

Fax: +44 2074188447

E-mail: isaura.duarte @ema.europa.eu

FRANCE - FRANCIA

Ms Catherine LAMBERT

Deputy Director

Anses / ANMV

8, rue Claude Bourgelat, Parc d'Activites de la Grande
Marche — Javene

CS 70611 - 35306 Fougeéres

FRANCE

Tel: 00 33 299 94 78 87

Fax: 003329994 17

E-mail: catherine.lambert@anses.fr

Mr Olivier DEBAERE

Chef de Bureau des inrants et de la sante publique en
elevage

Ministere de l'agriculture, de I'agroalimentaire, et de la
foret

Direction générale de l'alimentation

251 rue de Vaugirard

75732 PARIS Cedex 15

FRANCE

Tel: +33149555843

Fax: +33149554398

E-mail: olivier.debaere@agriculture.gouv.fr

Mr Eric VERDON

Deputy-Head of EU Veterinary Drug Laboratory at
Anses-Fougeres

ANSES

10B Rue Claude Bourgelat

35306 Fougeres

FRANCE

Tel: +33 2 99947891

Fax: + 33 2 99947880

E-mail: eric.verdon@anses.fr

GERMANY — ALLEMAGNE - ALEMANIA

Mr Udo WIEMER

Regierungsdirektor

Federal Ministry of Food, Agriculture and Consumer
Protection

Rochusstr. 1

53123 Bonn

GERMANY

Tel: +49 228 995293888

E-mail: udo.wiemer@bmelv.bund.de
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Mr Alexander BOETTNER

Executive Director Regulatory Affairs

MSD Animal Health, Intervet Innovation GmbH
Zur Probstei

D-55270 Schwabenheim

GERMANY

Tel: +49 6130 948190

Fax: +49 6130 948504

E-mail: Alexander.boettner@msd.de

Mr Ludwig KLOSTERMANN

Head Global Public Affairs

Bayer Animal Health GmbH
Kaiser-Wilhelm-Allee 50 /Bldg. 6210 Mon
D-51368 Leverkusen

GERMANY

Tel: +49 2173 38 3861

E-mail: ludwig.klostermann@bayer.com

Ms Monika LAHRSSEN-WIEDERHOLT
Federal Institute for Risk Assessment
Department Safety in the Food Chain
Max-Dohrn-Str. 8-10

10589 Berlin

GERMANY

Tel: +49 30 18412-2362

E-mail: monika.lahrssen-wiederholt@bfr.bund.de

Mr Wolfgang RADECK
Scientific Officer

Federal Office for Consumer Protection and Food Safety

MauerstralRe 39 — 42

D-10117 Berlin

Tel: +49 (0) 30184458216

Fax: +49 (0) 30184458099

E-mail: Wolfgang.Radeck@bvl.bund.de

Mr Stefan SCHEID
Head of Unit

German Federal Office of Consumer Protection and

Food Safety (BVL)

Mauerstr. 39-42

D-10117 Berlin

GERMANY

Tel: +49 (0) 30 18 445 7500

Fax: +49 (0) 30 18 445 7099
E-mail: stefan.scheid@bvl.bund.de

Mr Martin SCHNEIDEREIT

Executive Director

Bundesverband fiur Tiergesundheit e.V.
Schwertberger Str. 14

D-53177 Bonn

Tel: +49 (0) 228 318296

Fax: +49 (0) 228 318298

E-mail: m.schneidereit@bft-online.de

GHANA

Mr Francis KUNADU-AMPRATWUM

Deputy Director of Veterinary Services
Veterinary Service Directorate

Ministry of Food and Agriculture

P. 0. Box M 161

Accra

GHANA

Tel: +233 242 680 823

Fax: +233 302 776 021

E-mail: kunaduampratwumfrancis@yahoo.com

Mr Kennedy Kwasi ADDO

Noguchi Memorial Institute for Medical Research
Bacteriology Department

University of Ghana

Accra

GHANA

Tel: +233 243 334 869

Fax: +233 302 502 182

E-mail: kaddo@noguchi.mimcom.org;
kaddo4@yahoo.com; codex@gsa.gov.gh

Ms Isabella Mansa AGRA

Agriculture Deputy Chief Executive
Food and Drugs Authority

Food Safety Division

P.O. Box CT 2783

Cantonments, Accra

GHANA

Tel: +233 244 337 249

E-mail: isabella.agra@fdaghana.gov.gh

Mr Kwame Dei ASAMOAH — OKYERE
Senior Regulatory Officer

Food and Drugs Authority

P.O. Box CT2783

Accra

GHANA

Tel: 233 20 8184188

E-mail: kwamedei@hotmail.com

GRENADA - GRENADE - GRANADA

Mr Bowen LOUISON

Chief Veterinary Officer

Ministry of Agriculture for Land and Enviroment
Ministerial Complex, Botanical Gardens, Tanteen
St. Georges

GRENADA

Tel: +1 473 407 0298

Fax: +1 473 440 4191

E-mail: bowen.loouison88@gmail.com

HONDURAS

Ms Mirian BUENO
Technical Assistant
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Servicio Nacional de Sanidad Agropecuaria (SENASA)

Ave. La FAO, Blvd. Miraflores, Edificio SENASA
Tegucigalpa

HONDURAS

E-mail: mbueno@senasa-sag.gob.hn

INDIA — INDE

Mr Ajit B. CHAVAN

Deputy Secretary

Ministry of Commerce & Industry
Department of Commerce

Room No 224-D, Department of Commerce, Ministry of

Commerce & Industry,
Udyog Bhawan.
110107 New Delhi
INDIA

Tel: +91-11-23063691
Fax: + 91-11-23063691

E-mail: chavan@nic.in


mailto:kunaduampratwumfrancis@yahoo.com
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Mr Sujit Kumar DUTTA
Asstt. Commissioner

Department of Animal Husbandry, Dairying and

Fisheries
Ministry of Agriculture
Tel: +919 971 610409

E-mail: sk.dutta@nic.in

Mr Naresh KUMAR

Principal Scientist (FS&QA)
Dairy Microbiology Division
National Dairy Research Institute
Deemed University

ICAR Karnal

132001 Haryana

INDIA

Tel: +911842259171

Fax: +911842250042

E-mail: Nrshgoyal@yahoo.com

INDONESIA — INDONESIE

Mr Reza Shah PAHLEVI

Deputy Director for Residue Control
Ministry of Marine Affairs and Fisheries
JI. Harsono RM No.3

12550 Jakarta

INDONESIA

Tel: +6221 7827844

Fax: +6221 7827844

E-mail: pahlevi.reza.nrmp@gmail.com

Mr Enuh Raharjo JUSA
Director

Ministry of Agriculture

National Veterinary Drug Assay
Laboratory

JI. Pembangunan, Gunung Sindur
16340 BOGOR

INDONESIA

Tel: +6221 7560489

Fax: +6221 7560466

E-mail: enuh_rjusa@yahoo.com

Mr Achmad RACHMAN

Agriculture Attaché

Embassy of Indonesia

2020 Massachusetts Ave

20036 Washington, DC

UNITED STATES OF AMERICA

Tel: +1.202.775.5340

E-mail: Attani@embassyofindonesia.org

Ms Sri SULASMI
Deputy Director
Ministry of Agriculture

Directorate of Quality and Standardization

JI. Harsono RM No.3

12550 JAKARTA
INDONESIA

Tel: +6221 7815881

Fax: +6221 7811468

E-mail: ciami_12@yahoo.com
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IRAQ - IRAK

Ms Ameera QADER

Consultant and Specialist Veterinarian
Ministry of Agriculture

Central Veterinary Laboratory
Alnahda

00964 BAGHDAD

IRAQ

Tel: 009647803837063

E-mail: alrubaaa@yahoo.com

Mr Mazen AL-OBAIDI

Models Division Manager
Health Control Section
Department of Public Health
Allattiyfah

00964 Baghdad

IRAQ

Tel: 07711087694

E-mail: mazin2050@yahoo.com

ITALY — ITALIE = ITALIA

Mr CIRO IMPAGNATIELLO

Italian Codex Contact Point

Ministry of Agricultural, Food and Forestry Policies
Via XX Settembre, 20

00187 Rome

ITALY

Tel: +39 0646654031

Fax: +39 064880273

E-mail: c.impagnatiello@mpaaf.gov.it

JAMAICA - JAMAIQUE

Mr Errol DAKIN

Senior Laboratory Analyst

Ministry of Agriculture and Fisheries

Veterinary Services Division, Residue and Biochemical
Laboratory

Hope Gardens

6 Kingston

JAMAICA

Tel: 876-9772489/92

E-mail: ecdakin@yahoo.com

JAPAN = JAPON

Mr Yoshifumi KAJI

Senior Food Safety Coordinator

Ministry of Health, Labour and WelfareOffice of
International Food Safety Department of Food Safety
1-2-2 Kasumigaseki, Chiyoda-ku

100-8916 Tokyo

JAPAN

Tel: 81-3-3595-2326

Fax: 81-3-3503-7965

E-mail: codexj@mhiw.go.jp

Ms Yuko ENDO

Section Leader (Quality Assay Section)
National Veterinary Assay Laboratory Ministry of
Agriculture, Forestry & Fisheries
Assay Division Il

1-15-1 Tokura, Kokubuniji

185-8511 Tokyo

JAPAN

Tel: 81-42-321-1849

Fax: 81-42-321-1769

E-mail: endoyuk@nval.maff.go.jp
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Mr Tetsuya HONKAWA

Senior Expert Officer

Food Safety Commission Secretariat, Cabinet Office
Second Risk Assessment Division

22F Akasaka Park Bld., 5-2-20,

Akasaka, Minato-ku

107-6122 Tokyo

JAPAN

E-mail: tetsuya.honkawa@cao.go.jp

Ms Asako OGAWA

Deputy Director

Ministry of Health, Labour and Welfare
Standards and Evaluation Division, Department of Food
Safety

1-2-2 Kasumigaseki, Chiyoda-ku
100-8916 Tokyo

JAPAN

Tel: 81-3-3595-2341

Fax: 81-3-3501-4868

E-mail: codexj@mhlw.go.jp

Mr Junichi OHMORI

Senior Staff

Ministry of Agriculture, Forestry and Fisheries
Animal Product Safety Division, Food Safety and
Consumer Affairs Bureau

1-2-1 Kasumigaseki, Chiyoda-ku

100-8950 Tokyo

JAPAN

Tel: 81-3-3502-8111

Fax: 81-3-3502-8275

E-mail: juniti_oomori@nm.maff.go.jp

Mr Takatoshi SAKAI

Senior Researcher

National Institute of Health Sciences
Division of Foods

Kamiyoga 1-18-1, Setagaya-ku
158-8501 Tokyo

JAPAN

Tel: +81-3-3700-1141

Fax: +81-3-3707-6950

E-mail: tasakai@nihs.go.jp

Mr Tatsuro SEKIYA

Associate Director

Ministry of Agriculture, Forestry and Fisheries
Animal Product Safety Division, Food Safety and
Consumer Affairs Bureau

1-2-1, Kasumigaseki, Chiyoda-ku

100-8950 Tokyo

JAPAN

Tel: 81-3-3502-8111

Fax: 81-3-3502-8275

E-mail: tatsuro_sekiya@nm.maff.qo.jp

Mr Hajime TOYOFUKU

Professor

Yamaguchi University

Joint Facility of Veterinary Medicine
1677-1, Yoshida

753-8515 Yamaguchi

JAPAN

Tel: 81-83-933-5827

Fax: 81-83-933-5820

E-mail: toyofuku@yamaguchi-u.ac.jp
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KENYA — KENIA

Dr Allan AZEGELE

Seniir Assistant Director Veterinary Services
Ministry of Agriculture, Livestock and Fisheries
Department of Veterinary Services

Private Bag, Kangemi

00625 Nairobi

KENYA

Tel: +254202067641

Fax: +254202026212

E-mail: ae_allan@yahoo.com

Mr Moses MWANGI WANGAI

Assistant Manager, Agriculture Standards
Kenya Bureau of Standards

P.O Box 54974

00200 Nairobi

KENYA

Tel: +254 20 6948332

E-mail: wangaim@kebs.org

LITHUANIA — LITHUANIE - LITUANIA

Ms Snieguole TRUMPICKAITE DZEKCIORIENE
Vice-Head of Department

National Food and Veterinary Risk Assessment Institute
21B J. Naujalio

LT-48332 Kaunas

LITHUANIA

Tel: +370 37 244 234

Fax: +370 5278 04 71

E-mail: sdzekcioriene@vet.It

Mr César CORTES

Head of Unit

Council of the European Union

DGB2B

rue de la Loi 175

1048 Brussels

BELGIUM

Tel: +32 2 281 61 14

Fax: +32 2 281 61 98

E-mail: cesar.cortes@consilium.europa.eu

Ms Natalija GUSEVA

Deputy Attache for Veterinary

Permanent Representation of Lithuania to the EU
Rue Belliard 41-43

1040 Brussels

LITHUANIA

Tel: +32 278 81 899

Fax: +32 471 584 204

E-mail: natalija.guseva@eu.mfa.lt

MEXICO — MEXIQUE

Ms Martha Laura DOMINGUEZ MIER
Subdirectora de Constatacién
SENASICA-SAGARPA

Carretera Federal Cuernavaca -Cuautla No.8534
Colonia Progreso

62550 Jiutepec Morelos

MEXICO

Tel: +52 (55) 59051000 EXT 53104

E-mail: martha.dominguez@senasica.gob.mx
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Ms Ofelia FLORES HERNANDEZ

Directora de Servicios y Certificacion Pecuaria
SENASICA-SAGARPA

Av. Cuauhtemoc No. 1481 Colonia Santa Cruz Atoyac
03310 Mexico Distrito Federal

MEXICO

Tel: +52 (55) 59051000 EXT 53222

E-mail: ofelia.flores@senasica.gob.mx

Ms Edith RANGEL BUSTAMANTE

Gerente de Normatividad y Asuntos Sanitarios
Consejo Mexicano de la Carne

Concepcion Beistegui No. 13 Int. 501

03100 México

MEXICO

Tel: +52 (55) 5589 7771

E-mail: normas@comecarne.org

MOROCCO - MAROC - MARRUECOS

Mr Sami DARKAQOUI

Chef de Service Controle et Expertises

Division de la Pharmacie et des Intrants Veterinaire
ONSSA (Office National de Securite Sanitaire des
Produits Alimentaires)

Avenue Hadj Ahmed Cherkaoui

Agdal Rabat

MOROCCO

Tel: +212 5 37681351

Fax: +212 5 37682049

E-mail: sami.darkaoui@onssa.gov.ma

MOZAMBIQUE

Ms Maria Luiz FERNANDES

Head of Fish Inspection Laboratory Department
Ministry of Fisheries

National Institute for Fish Inspections

Av. Milagre Mabote No. 298

Maputo

MOZAMBIQUE

Tel: +258 21 31 52 26/8

Fax: +258 21 31 52 30

E-mail: mluiz50@gmail.com

Ms Carla MENEZES

Head of Toxicology and Nutrition Veterinary Lab
Agrarian Researcher Institute of Mozambique
Food and Nutrition Department

1082, Sofala Road

Matola City

MOZAMBIQUE

Tel: +258 21475170; +258 823980750

Fax: +258 21475172

E-mail: carlamenezes786 @teledata.mz

NEPAL — NEPAL

Ms Jiwan Prava LAMA

Director General

Department of Food Technology and Quality Control
Babarmahal

Kathmandu

NEPAL

Tel: +977-14262369

Fax: +977-1-4262337

E-mail: jiwanlama@gmail.com

NETHERLANDS - PAYS BAS — PAISES BAJOS

Mr Floris LEIJDEKKERS

Policy Officer

Ministry of Economic Affairs

Plant Supply Chain and Food Quality Department
PO Box 20401

2500 EK The Hague

NETHERLANDS

Tel: +31 70 378 6029

E-mail: f.b.leijdekkers@minez.nl

NEW ZEALAND - NOUVELLE ZELANDE- NUEVA
ZELANDA

Mr William Thomas (Bill) JOLLY

Chief Assurance Strategy Officer
Ministry for Primary Industries Standards
PO Box 2526

6011 Wellington

NEW ZEALAND

Tel: +64 4 8942621

E-mail: bill.jolly@mpi.govt.nz

Mr Warren HUGHES

Principal Advisor ACVM Standards
Ministry for Primary Industries
Standards

PO Box 2526

6011 Wellington

NEW ZEALAND

Tel: +64 4 8942560

E-mail: warren.hughes@mpi.govt.nz

NIGERIA

Mr Ademola Adetokunbo MAJASAN
Deputy Director

Federal Ministry of Agriculture and Rural Development

Livestock

FCDA Secretariat, Area 11, Garki, FCT
Abuja

NIGERIA

Tel: + 234 08055178412

E-mail: demmyjash@yahoo.com

Mr Reuben AROWOLO

Dean, College of Veterinary Medicine
Federal University of Agriculture
Abeokuta

NIGERIA

Tel: +234 8033 705983

E-mail: rao_arowolo@hotmail.com

Ms Idayat Adeola MUDASHIR
Regulatory Officer

NAFDAC

Animal Feeds and Pesticide Division
No. 445 Herbert Macaulay Way Yaba
01214 Lagos

NIGERIA

Tel: +23 48138152494

E-mail: mudashir@nafdac.gov.ng
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Ms Idayat Adeola MUDASHIR

Regulatory Officer

Veterinary Medicine and Allied Products Directorate
Allied Product Division

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

No. 445 Herbert Macaulay Way Yaba

01214 Lagos

NIGERIA

Tel: +23 48138152494

E-mail: mudashir.i@nafdac.gov.ng

Mr Johnny OLUKUNLE

Senior Lecturer / Assistant Professor
Federal University of Agriculture
PMB 2240, Alabata

234 Abeokuta

NIGERIA

Tel: +2348101846078

E-mail: drfaks@yahoo.com

NORWAY — NORVEGE — NORUEGA

Ms Heidi BUGGE

Senior Adviser

Norwegian Food Safety Authority - Head Office
Department of Legislation

P.O.Box 383

N-2381 Brumunddal

NORWAY

Tel: +47 23216525

E-mail: hebug@mattilsynet.no

Ms Kirstin FAERDEN

Senior Adviser

Norwegian Food Safety Authority - Head Office
Staff - Department of Legislation

P.O.Box 383

N-2381 Brumunddal

NORWAY

Tel: +47 959 94 157

E-mail: kifar@mattilsynet.no

PANAMA — PANAMA

Dr Carmen E PERALTA MEDINA

Coordinator of the Meat Product Equivalency Plan
Ministry of Agriculture Development

Zona 5

0816-01611 Panama

PANAMA

Tel: (507) 507 0826 /507 0799

Fax: (507) 507 0799

E-mail: cperalta@mida.gob.pa; carperm27@yahoo.com

Ms Analeida E. MORON MAYORGA

Veterinarian

Ministry of Agriculture, Department of Registration of
Veterinary Drugs

Zona 5

0816-011611 Panaméa

PANAMA

Tel: (507) 266-2012/220-2801

E-mail: aamoron_0025@hotmail.com

PARAGUAY

Mr Oscar IGLESIAS BENITEZ

Licenciado en Quimica

Servicio Nacional de Calidad y Salud Animal
CAPY - 1101-1110 Campus

2160 San Lorenzo

PARAGUAY

Tel: +59521 505727

Fax: +59521 507863

E-mail: oiglesias@senacsa.gov.py

PERU - PEROU - PERU

Ms Mercedes FLORES CANCINO
Especialista

Servicio Nacional de Sanidad Agraria
Subdireccion de Inocuidad Agroalimentaria
Av. La Molina 1915, La Molina

Lima

PERU

Tel: (51 1) 3133300 ext. 1479

Fax: (51 1) 3401486

E-mail: mflores@senasa.gob.pe

PHILIPPINES - FILIPINAS

Ms Marvin VICENTE

Supervising Meat Control Officer
National Meat Inspection Service
Department of Agriculture

Visayas Avenue, Diliman

1101 Quezon City

PHILIPPINES

Tel: +632-9247971

Fax: +632-9247973

E-mail: vicentemarvin@yahoo.com

Ms Adela CONTRERAS

Veterinarian Il, Designation: Veterianary Drug and
Product Registration and Licensing Section
Bureau of Animal Industry

Visayas Avenue, Diliman

1101 Quezon City

PHILIPPINES

Tel: 632 928 2837

Fax: 632 920 1764

E-mail: adelluth@yahoo.com

POLAND — POLOGNE - POLONIA

Ms Aneta KLUSEK

Main Specialist

Ministry of Agriculture and Rural Development
Department of Food Safety and Veterinary Matters
30 Wspolna St.

00-930 Warsaw

POLAND

Tel: (+48 22) 623 11 98

Fax: (+48 22) 623 21 05

E-mail: aneta.klusek@minrol.gov.pl
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REPUBLIC OF KOREA - REPUBLIQUE DE COREE-
REPUBLICA DE COREA

Mr Daejin KANG

Director

Ministry of Food and Drug Safety
REPUBLIC OF KOREA

Tel: +82 43 719 3241

Fax: +82 43 719 3850

E-mail: Daejin.kang@korea.kr

Mr Hwan Goo KANG

Laboratory Director for Veterinary Toxicology
Animal and Plant Quarantine Agency
Anyang-ro 175

430-757 Anyang

REPUBLIC OF KOREA

Tel: 82-31-467-1837

Fax: 82-31-467-1840

E-mail: kanghg67@korea.kr

Ms Myeongae KIM
Researcher

Ministry of Food & Drug Safety
REPUBLIC OF KOREA

Tel: 82437194215

E-mail: mmongi@korea.kr

Ms Mihyun PARK

Codex Researcher

Ministry of Food & Drug Safety
REPUBLIC OF KOREA

Tel: 82437193853

Fax: 82437193850

E-mail: seehorse@korea.kr

Ms Somi YUN

Researcher

Ministry of Food & Drug Safety
REPUBLIC OF KOREA

Tel: 82437193858

Fax: 82437193850

E-mail: smyun@korea.kr

RUSSIAN FEDERATION -
FEDERATION RUSSE-
FEDERACION RUSA

Mr Alexey SLEPCHENKO

Chief of Department

Federal Service for Surveillance on Consumer Rights
Protection and Human Well-being

Management of the Organisation of Service, State
Registration and Licensing

18/20, Vadkovskiy pereulok

Moscow

RUSSIAN FEDERATION

Tel: +7 499 9733012

E-mail: Balan_NG@agsen.ru

Mr Nikolay BALAN

Chief Expert

Federal Service for Surveillance on Consumer Rights
Protection and Human Well-being (Rospotrebnadzor)
International Cooperation Division

Bldg. 18/constr.5 and 7, Vadkovskiy per.

127994 Moscow

RUSSIAN FEDERATION

Tel: +7 499 973 3012

Fax: +7 499 973 1652

E-mail: balan_ng@agsen.ru
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Mr Konstantin ELLER

Head of Division

Institute of Nutrition RAMS

Food Analytical Chemistry Division
Ustinsky proezd 2/14

109240 Moscow

RUSSIAN FEDERATION

Tel: +7 495 698 5392

Fax: +7 495 698 5407

E-mail: eller@ion.ru

Mr Alexander PANIN

Russian Federal Service for Veterinary and
Phytosanitary Surveillance, OIE Collaborating Centre
5 Zvenigorodskoe shosse

Moscow

RUSSIAN FEDERATION

Tel: +7 499 2531491

Fax: +7 499 2531491

E-mail: VGNKI@VGNKI.RU

SAUDI ARABIA - ARABIE SAUDITE- ARABIA
SAUDITA

Mr Zohair MULLA

Head, Executive Directorate of Animal Feed
Saudi Food and Drug Authority

Food Sector

SFDA 3292 North Ring Road

13312-6288 Riyadh

SAUDI ARABIA

Tel: 0096612038222

Fax: 0096612751282

E-mail: CODEX.CP@sfda.gov.sa

SLOVAKIA — SLOVAQUIE - ESLOVAQUIA

Mr Peter ZELENAK
Deputy Head of Mission
The Embassy of the Slovak Republic
Coordination of the Embassy’s Sections
3523 International Court, NW
20008 Washington, D.C.
UNITED STATES OF AMERICA
Tel: +1 2022371054, ext: 211
Fax: +12022376438
E-mail: peter.zelenak@mzv.sk

SOUTH AFRICA - AFRIQUE DU SUD - AFRICA DEL
SUR

Mr Boitshoko NTSHABELE

Director

Department of Agriculture, Forestry and Fisheries
Food Safety and Quality Assurance

Private Bag X 343

0001 Pretoria

SOUTH AFRICA

Tel: +2712 319 7306

E-mail: BoitshokoN @daff.gov.za

Mr Tembile SONGABE

Director: Veterinary Public Health
Department of Agriculture

Private Bag x 138

0001 Pretoria

SOUTH AFRICA

Tel: +27123197688

E-mail: Tembiles@daff.gov.za
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Ms Mmalencoe MOROE-RULASHE

Residue Monitoring and Control Veterinarian
Department of Agriculture, Forestry and Fisheries
Directorate: Veterinary Public Health

Private Bag X 343

0001 Pretoria

SOUTH AFRICA

Tel: +27 12 319 7537

Fax: 086 629 8097

E-mail: MmalencoeM@daff.gov.za

SPAIN - ESPAGNE — ESPANA

Ms Gema CORTES RUIZ

Head of Service

Spanish Medicines and Medical Devices Agency
Veterinary Medicines Department

C\ Campezo, 1

28022 Madrid

SPAIN

Tel: +34918225431

Fax: +34918225443

E-mail: gcortes@aemps.es

SWEDEN - SUEDE - SUECIA

Ms Viveka LARSSON

Senior Veterinary Officer
National Food Agency

Food Standards Department
Box 622

751 26 Uppsala

SWEDEN

Tel: +46 18 17 55 88

Fax: +46 18 17 53 10

E-mail: viveka.larsson@slv.se

Ms Carmina IONESCU
Codex Coordinator

National Food Agency

Food Standards Department
P.O. Box 622

SE-75126 Uppsala

SWEDEN

Tel: +4618175500

Fax: +4618175310

E-mail: Codex.Sweden@slv.se

SWITZERLAND - SUISSE - SUIZA

Ms Margrit ABEL-KROEKER
Scientific Officer

Federal Office of Public Health
Food Safety Division
Schwarzenburgstrasse 165

3003 Bern

SWITZERLAND

Tel: +41 31 32591 94

Fax: +41 31 322 95 74

E-mail: margrit.abel@bag.admin.ch

Ms Awilo OCHIENG PERNET

Vice-Chairperson, Codex Alimentarius Commission
Swiss Federal Office of Public Health

Division of International Affairs

3003 Bern

SWITZERLAND

Tel: +41 31 322 00 41

Fax: +41 31 322 11 31

E-mail: awilo.ochieng@bag.admin.ch

THAILAND - THAILANDE- TAILANDIA

Mr Danis DVTIYANANDA

Associated Professor

National Bureau of Agriculture Commodity and Food
Standards

185/1 (16) Sareethai Lane, Sareethai Street, Klongton,
Bangkapi

10240 Bangkok
THAILAND

Tel: +662-375-8985

Fax: +662-377-8777
E-mail: jeerajit@acfs.go.th

Ms Jeerajit DISSANA

Standard Officer

National Bureau of Agricultural Commodity and Food
Standards

50 Phaholyothin Road, Ladyao Chatuchak

10900 Bangkok

THAILAND

Tel: +66 2561 2277 ext 1420

Fax: +66 2561 3357

E-mail: jeerajit@acfs.go.th

Mr Panisuan JAMNARNWEJ
Director

Thai Frozen Foods Association
92/6 6th Fl. Sathorn Thani Il
North Sathorn Rd.

10500 Bangkok

THAILAND

Tel: +66 223 556 22

Fax: +66 223 556 25

E-mail: panisuan@msn.com

Mr Sasi JOROENPQOJ

Senior Veterinary Officer

Bureau of Livestock Standard and Certification
Department of Livestock Development

69/1 Phayathai Road, Ratchathewe

10400 Bangkok

THAILAND

Tel: +662 653 4444 Ext 3145

Fax: +662 653 4917

E-mail: Sasijaroenpoj@yahoo.com

Mr Charoen KAOWSUKSAI

Deputy Secretary General

The Federation of Thai Industries (Food Processing
Industry Club)

Queen Sirikit National Convention Center

10110 Bangkok

THAILAND

Tel: + 662 976 3088

Fax: + 662 976 2265

E-mail: _charoen@cpram.co.th

Ms Srinuan KORRAKOCHAKORN
Deputy Secretaries-General

Food and Drug Administration
Ministry of Public Health

88/24 Food and Drug Administration Tiwanon Rd.,
Muang

11000 Nonthaburi

THAILAND

Tel: +662-590-7229

Fax: +662-591-8444

E-mail: srinuan@fda.moph.go.th
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Ms Yupa LAOJINDAPUN

Senior standard officer

Ministry of Agriculture and Cooperatives

National Bureau of Agricultural Commodity and Food
Standards

50 Phaholyothin Road, Ladyao, Chatuchak
10900 Bangkok

THAILAND

Tel: +66 2561 2277 ext 1458

Fax: +66 2561 3357

E-mail: yupa@acfs.go.th, laojindapun@gmail.com

Ms Saowalak LEARTAMONSTIEAN
Pharmacist

Bureau of Drug Control

Food and Drug Administration
Ministry of Public Health
Tiwanon Rd.

11000 Nonthaburi Province
THAILAND

Tel: 662-590-7058

Fax: 662-590-7171

E-mail: saobelll @hotmail.com

Ms Thawunporn PANANUN

Technical Manager

The Federation of Thai Industries

135/35-36 Amornphand Bldg., 205 Tower 2 Soi Nathong
7

10400 Bangkok

THAILAND

Tel: 66863926110

E-mail: Thawunporn.pan@cpmail.in.th

Ms Sujittra PHONGVIVAT

Senior Veterinarian

Ministry of Agriculture and Cooperatives
Department of Livestock Development, Bureau of
Quality Control of Livestock Products
Tiwanond Rd.

12000 Patumthani

THAILAND

Tel: +66 2967 9705

Fax: +66 2963 9217

E-mail: sujittra_dvm@yahoo.com

Ms Supanoi SUBSINSERM

Food Technologist, Senior professional

Fish Inspection and Quality Control Division
Department of Fisheries

50 Paholyothin Road, Kaset-klang, Chatuchak
10900 Bangkok

THAILAND

Tel: 662 558 0150-5 Ext. 13300

Fax: 662 558 0139

E-mail: supanois@dof.mail.go.th
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Mr Sorravis THANETO

Director

Bureau of Livestock Standards and Certification
Department of Livestock Development
Phayathai Road, Ratchtavee

10400 Bangkok

THAILAND

Tel: 662 653 4438

Fax: 662 653 4917

E-mail: dr_sorravisl@yahoo.com,
DRSORRAVIS@GMAIL.COM

TRINIDAD AND TOBAGO

Mr Saed RAHAMAN

Director

Veterinary Public Health

Ministry of Health

Charlotte Street

Port of Spain

TRINIDAD AND TOBAGO

Tel: 868-625-3842

E-mail: Saed.rahaman@gmail.com

UGANDA — OUGANDA

Dr Friday Edson AGABA

Food Safety Coordinator
National Drug Authority

Ministry of Health

Plot 46 -48 Lumumba Avenue
P.O. Box 23096

Kampala

UGANDA

Tel: + 256 414 255665, 347391/2
Fax: +256 414 255758

E-mail: agabafriday@hotmail.com /
agaba_friday@yahoo.co.uk

Mr Jeanne Muhindo BUKEKA
Drug Information (Veterinary Pharmacovigilance) Officer
National Drug Authority

Ministry of Health

Plot 46 -48 Lumumba Avenue
P.O. Box 23096

Kampala

UGANDA

Tel: + 256 414 255665, 347391/2
Fax: +256 414 255758

E-mail: jmbukeka@nda.or.ug /
mjeannebukeka@gmail.com

UNITED KINGDOM - ROYAUME-UNIE- REINO UNIDO

Mr Paul GREEN

Director of Operations

Veterinary Medicines Directorate
Woodham Lane, New Haw, Addlestone
KT153LS Surrey

UNITED KINGDOM

Tel: +44 0 1932 338303

Fax: +44 0 1932 336618

E-mail: p.green@vmd.defra.gsi.gov.uk
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Dr Jack KAY

R & D Manager

Veterinary Medicines Directorate
Woodham Lane, New Haw, Addlestone
KT15 3LS Surrey

UNITED KINGDOM

Tel: +44 0 1932 338323

Fax: +44 0 1932 336618

E-mail: j.kay@vmd.defra.gsi.gov.uk

UNITED REPUBLIC OF TANZANIA —
REPUBLIQUE-UNIE DE TANZANIE - REPUBLICA
UNIDA DE TANZANIA

Mr Bahati Yakobo MIDENGE

Senior Food Inspector

Tanzania Food and Drugs Authority

Food Safety Directorate

Off Mandela Road, Mabibo External P.O Box 77150
Dar es Salaam

UNITED REPUBLIC OF TANZANIA

Tel: +255754686251

Fax: +255222450793

E-mail: malelembabm@yahoo.com

UNITED STATES OF AMERICA - ETATS UNIES
D’AMERIQUE - ESTADOS UNIDOS DE AMERICA

Dr Kevin GREENLEES

Senior Advisor for Science & Policy
Center for Veterinary Medicine

U.S. Food and Drug Administration
7520 Standish Place

20855 Rockville, MD

UNITED STATES OF AMERICA

Tel: +1 240 276 8214

Fax: +1 240 276 9538

E-mail: kevin.greenlees@fda.hhs.gov

Dr Charles PIXLEY

Director

Laboratory Quality Assurance Division, USDA Food
Safety and Inspection

Service

U.S. Department of Agriculture

Russell Research Center, 950 College Station Road
30605 Athens, GA

UNITED STATES OF AMERICA

Tel: +1 706 546 3559

Fax: +1 706 546 3453

E-mail: charles.pixley@fsis.usda.gov

Ms Brandi ROBINSON

ONADE International Coordinator
Center for Veterinary Medicine

U.S. Food and Drug Administration
7520 Standish Place

20855 Rockville, MD

UNITED STATES OF AMERICA

Tel: +1 240 276 8359

Fax: +1 240 276 9538

E-mail: brandi.robinson@fda.hhs.gov
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Ms Lynn FRIEDLANDER

Supervisory Physiologist/Team Leader
Center for Veterinary Medicines/ONADE!/ Division of
Human Food Safety/Residue Chemistry Team
U.S. Food and Drug Administration

7500 Standish Place

20855 Rockville, MD

UNITED STATES OF AMERICA

Tel: +1 240 276 8225

Fax: +1 240 276 8350

E-mail: lynn.friedlander@fda.hhs.qgov

Ms Mary Frances LOWE

U.S. Codex Manager

U.S. Codex Office

U.S. Department of Agriculture

1400 Independence Avenue, SW, Room 4861
20250 Washington, DC

UNITED STATES OF AMERICA

Tel: +1.202.720.2057

Fax: +1.202.720.3157

E-mail: maryfrances.lowe@fsis.usda.gov

Mr Brian RONHOLM

Deputy Under Secretary for Food Safety
Office of Food Safety

U.S. Department of Agriculture

1400 Independence Avenue S.W.
20250-0121 Washington, DC

UNITED STATES OF AMERICA

Tel: +1 202 720 0351

E-mail: Brian.Ronholm@osec.usda.gov

Ms Barbara MCNIFF

Senior International Issues Analyst

U.S. Codex Office

U.S. Department of Agriculture

1400 Independence Avenue, Room 4870
20250-3700 Washingto, DC

UNITED STATES OF AMERICA

Tel: +1 202 690 4719

Fax: +1 202 720 3157

E-mail: barbara.mcniff@fsis.usda.gov

Mr Kimon KANELAKIS

Pharmacologist, Toxicology Team, Human Food Safety
Center for Veterinary Medicine

U.S. Food and Drug Administration

7500 Standish Place

20855 Rockville, MD

UNITED STATES OF AMERICA

Tel: +1 240 276 8222

E-mail: kimon.kanelakis@fda.hhs.gov

Mr Philip KIJAK

Director, Division of Residue Chemistry

Office of Research, Center for Veterinary Medicine
U.S. Food and Drug Administration

8401 Muirkirk Road

20708 Laurel, MD

UNITED STATES OF AMERICA

Tel: +1 301 210 4589

Fax: +1 240 264 8401

E-mail: philip.kijak@fda.hhs.gov
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Ms Dong YAN

Regulatory Review Scientist
Center for Veterinary Medicine
U.S. Food and Drug Administration
7500 Standish Place

20855 Rockville, MD

UNITED STATES OF AMERICA
Tel: +1 240 276 8117

E-mail: dong.yan@fda.hhs.gov

Ms Sara KUCENSKI

Agriculture Scientific Analyst
Foreign Agriculture Service

U.S. Department of Agriculture

1400 Independence Avenue, SW
20250 Washington, DC

UNITED STATES OF AMERICA
Tel: +12027206741

Fax: +12027200433

E-mail: sara.kucenski@fas.usda.gov

Mr Bruce MARTIN

Director, Regulatory Affairs
Bayer Animal Health

P.O. Box 390

66201 Shawnee, KS 66201
UNITED STATES OF AMERICA
Tel: +19132682779

Fax: +19132682075

E-mail: bruce.martin@bayer.com

Ms Laurie HUENEKE

Director, International Trade Policy
Sanitary & Technical Issues
National Pork Producers Council
122 C Street NW, Suite 875
20001 Washington, DC

UNITED STATES OF AMERICA
Tel: +12023473600

Fax: +12023475265

E-mail: HuenekelL @nppc.org

Ms Kathy SIMMONS

Chief Veterinarian

National Cattlemen's Beef Association
1301 Pennsylvania Avenue, NW, Suite 300
20004-1701 Washington, DC

UNITED STATES OF AMERICA

Tel: +1 202 347 0228

Fax: +1 202 638 0607

E-mail: ksimmons@beef.org

Ms Lynne WHITE-SHIM

Assistant Director, Scientific Activities
American Veterinary Medical Association
1931 N. Meacham Road, Suite 100
60173 Schaumburg, IL

UNITED STATES OF AMERICA

Tel: +1 847-285-6784

Fax: + 1 847-925-9329

E-mail: lwhite@avma.org
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Mr Brent KOBIELUSH

Manager of Toxicology

General Mills, Inc.

Quality and Regulatory Operations
Number One General Mills Blvd. W01-B
55426 Minneapolis, MN

UNITED STATES OF AMERICA

Tel: + 1 763-764-5752

Fax: + 1 763-764-4242

E-mail: brent.kobielush@genmills.com

URUGUAY

Ms Nancy Raquel MACHADO

RICCARDI

CCRVDF National Coordinator

Ministerio de Ganaderia, Agricultura y Pesca
Camino Maldonado Km 17500

12100 Montevideo

URUGUAY

Tel: +598 22221063 -121

Fax: +598 22221063 — 122

E-mail: nmachado@mgap.gub.uy

Mr Jorge ALVES SUAREZ
Especialista Industria de la Carne
Instituto Nacional de Carnes
Rincon 545

11000 Montevideo

URUGUAY

Tel: +598 29160430

Fax: +598 29169426

E-mail: jalves@inac.qub.uy

Ms Graciela OFICIALDEGUI

Coordinadora Ejecutiva del Programa de Residuos
Ministerio de Agricultura, Ganaderia, y Pesca
Constituyente 1476 piso 2 oficina 206

Montevideo

URUGUAY

Tel: +59824126364

Fax: +59824126364

E-mail: goficialdequi@magap.qgub.uy

UNITED NATIONS ORGANIZATIONS -
ORGANISATIONS DES NATIONS UNIS -
ORGANISACIONES DES NACIONES UNIDAS

INTERNATIONAL ATOMIC ENERGY AGENCY (IAEA)
- AGENCE INTERNATIONALE DE L’ENERGIE
ATOMIQUE - AGENCIA INTERNACIONAL DE
ENERGIA ATOMICA

Mr James SASANYA

Food Safety Specialist (Veterinary Drugs)
International Atomic Energy Agency

Department of Nuclear Sciences and Application,
Joint FAO/IAEA

Division of Nuclear Techniques in Food and Agriculture,
Food and Environmental Protection Section

P.O. Box 100, Wagramerstrase 5

A-1400 Vienna

AUSTRIA

Tel: +43 1 2600 26058

E-mail: .sasanya@iaea.org
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INTERNATIONAL INTERGOVERNMENTAL
ORGANIZATIONS -ORGANISATIONS INTER-
GOUVERNEMENTALES INTERNATIONALES -

ORGANIZACIONES INTERGUBERNAMENTALES
INTERNACIONALES

AFRICAN UNION - UNION AFRICAINE - UNION
AFRICANA

Mr RAPHAEL COLY

Project Coordinator of PANSPSO

African Union Interafrican Bureau for Animal Resources
(AU/IBAR)

African Union

Westlands Road, Kenindia Business Park
P.O. Box 30786-00100 Nairobi

KENYA

Tel: +25420367432300

Fax: +254203674341

E-mail: raphael.coly@au-ibar.org

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

Mr Jean-Pierre ORAND

Director

OIE - ANMV OIE Collaborative Center

8, rue Claude Bourgelat, Parc d'Activites de la Grande
Marche - Javene

CS 70611 - 35306 Fougeres

FRANCE

Tel: 0033299947871

Fax: 00 33299 94 78 99

E-mail: jean-pierre.orand@anses.fr

INTERNATIONAL NON-GOVERMENTAL
ORGANIZATIONS - ORGANISATIONS NON
GOUVERNEMENTALES INTERNATIONALES -
ORGANIZACIONES NON GUBERNAMENTALES
INTERNACIONALES

CONSUMERS INTERNATIONAL (ClI)

Mr Steven ROACH

Public Health Program Director

Food Animal Concerns Trust
Consumers International

2735 Dogwood Road

62902 Carbondale, lllinois

UNITED STATES OF AMERICA

Tel: +16184576926

E-mail: sroach@foodanimalconcerns.org

Mr Michael HANSEN

Senior Scientist

Consumer Reports

101 Truman Avenue

10703 Yonkers, NY

UNITED STATES OF AMERICA
Tel: +1-914-378-2452

E-mail: mhansen@consumer.org
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INTERNATIONAL ASSOCIATION OF CONSUMER
FOOD ORGANIZATIONS (IACFO)

Ms Caroline SMITH — DEWAAL
President

IACFO

1220 L St Ste. 300

20005 Washington

UNITED STATES OF AMERICA
Tel: +12027778366

E-mail: cdewaal@cspinet.org

INTERNATIONAL DAIRY FEDERATION (IDF) -
FEDERATION INTERNATIONALE DE LA LAITERIE
(FIL) - FEDERACION INTERNACIONAL DE LA
LECHERIA (FIL)

Ms Betsy FLORES

Senior Director, Animal Health & Welfare
National Milk Producers Federation
2101 Wilson Blvd., Suite 400

22201 Arlington, VA

UNITED STATES OF AMERICA

Tel: +1 703 469-2372

Fax: +1 703 841 9328

E-mail: bflores@nmpf.org

INTERNATIONAL FEDERATION FOR ANIMAL
HEALTH (IFAH) - FEDERATION INTERNATIONALE
POUR LA SANTE ANIMALE - FEDERACION
INTERNACIONAL DE SANIDAD ANIMAL

Mr Mike MCGOWAN

Corporate Affairs

ZOETIS

5 Giralda Farms

Madison, NJ 07940

UNITED STATES OF AMERICA

Tel: +1.973.401.4037

Fax: +1.917.690.5823

E-mail: michael.j.mcgowan@zoetis.com

Mr Richard CARNEVALE

Vice-President, Regulatory and International Affairs
Animal Health Institute

1325 G Street NW

20005 Washington, DC

UNITED STATES OF AMERICA

Tel: +12026372440

Fax: +12023931667

E-mail: rcarnevale@abhi.org

Mr Scott HOLMSTROM

Sr. Director , Global Regulatory Affairs
Elanco Animal Health

2500 Innovation Way

46140 Greenfield

UNITED STATES OF AMERICA

Tel: +1 317 433 7499

Fax: +1 317 277 4755

E-mail: Holmstrom scott d@elanco.com

Mr Dennis ERPELDING

Director - International Government Relations
Elanco

2500 Innovation Way

46140 Greenfield, IN

UNITED STATES OF AMERICA

Tel: +13172762721

Fax: +13172773438

E-mail: erpelding_dennis_|I@elanco.com
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Ms Anjulen ANDERSON
Coordinator

Elanco

555 12th Street NW

20004 Washington, DC

UNITED STATES OF AMERICA
Tel: +1 202 434 7165

E-mail: Anderson.a@elanco.com

Mr Kazuo FUKUMOTO

Senior Manager

R & D Regulatory and QC

Elanco Animal Health, Eli Lilly Japan K.K.
Akasaka Garden City 11F, Akasaka
4-15-1, Minato-ku

107-0052 Tokyo

JAPAN

Tel: +81 3 5574 9290

Fax: +81 3 5574 9972

E-mail: Fukumoto Kazuo@elanco.com

Mr David GOTTSCHALL

Research Fellow

Pfizer Animal Health

7000 Portage Road (B300; 434.1)
49001-0199 Kalamazoo, Ml
UNITED STATES OF AMERICA
Tel: +1 269 833 2466

Fax: +1 269 833 2707

E-mail: david.gottschall@zoetis.com

Ms Jacqueline KILLMER

Senior Scientist

Zoetis

333 Portage Street

49007 Kalamazoo

UNITED STATES OF AMERICA

Tel: 269-833-4532

Fax: 269-833-7721

E-mail: jacqueline.d.killmer@zoetis.com

Mr Yasuhiro WAKUI

Manager, Research and Development

Merial Japan Limited

Tokyo Opera City Tower, 3-20-2, Nishi Shinjuku,
Shinjuku-ku

163-1488 Tokyo

JAPAN

Tel: +813 6301 4750

Fax: +813 3378 1533

E-mail: yasuhiro.wakui@merial.com

INTER-AMERICAN INSTITUTE FOR COOPERATION
ON AGRICULTURE (IICA)

Ms Sacha TRELLES

Specialist, Sanidad Agropecuaria e Inocuidad
IICA

San Jose

COSTA RICA

Tel: + 506 22160255

E-mail: sacha.trelles@iica.int
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NATIONAL HEALTH FEDERATION (NHF)

Mr Scott TIPS

President

National Health Federation

P.O. Box 68891017 Monrovia, California
UNITED STATES OF AMERICA

Tel: 16263572181

Fax: 16263030642

E-mail: scott@rivieramail.com

Ms Katherine CARROLL
Associate Editor

National Health Federation

P.O. Box 688

91017 Monrovia

UNITED STATES OF AMERICA
Tel: 6263572181

Fax: 6263030642

E-mail: katacarroll@gmail.com

Ms Diane MILLER

Legal and Public Policy Director
National Health Freedom

2136 Ford Parkway #218

55116 St. Paul, MN

UNITED STATES OF AMERICA
Tel: +1 507 663 9018

E-mail: Similars@aol.com

Ms Anne TENNER

Assistant Attorney

National Health Federation
2136 Ford Parkway #218

55116 St. Paul, MN

UNITED STATES OF AMERICA
Tel: + 1 507 663 9018

E-mail: Atatenner@gmail.com

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

Mr Stephen CROSSLEY

Senior Officer - Food Safety

Provision of Scientific Advice incl. JECFA Secretary
Food and Agriculture Organization of the United Nations
(FAO)

Room C278

Viale delle Terme di Caracalla

00153 Rome

ITALY

Tel: +39 06 5705 3283

E-mail: steve.crossley@fao.org

Mr James MACNEIL

FAO Joint Secretary to JECFA

Food and Agriculture Organization of the United Nations
(FAO)

Viale delle Terme di Caracalla

00153 Rome

ITALY
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Appendix Il

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

MONEPANTEL (anthelminthic)
Acceptable Daily Intake (ADI):

Estimated Dietary Exposure (EDI):

Residue Definition:

0-20 ug/kg body weight on the basis of a no-observed-adverse-effect
level (NOAEL) of 1.8 mg/kg body weight per day considering liver
effects in mice, and a safety factor of 100, with rounding to one
significant figure (75" JECFA, 2011).

Using the model diet and a ratio of marker residue to total residue of
100% for muscle and 66% for fat, liver and kidney, and applying a
correction factor of 0.94 to account for the mass difference between
the marker residue and monepantel, the EDI is 201 pg/person, which
represents 17% of the upper bound of the ADI (75th JECFA, 2011).

Monepantel sulfone.

Species Tissue MRLs (ug/kg) Step JECFA
Sheep Muscle 300 7 75
Sheep Liver 3000 7 75
Sheep Kidney 700 7 75
Sheep Fat 5500 7 75

Keys for List of MRLs for Veterinary Drugs

Step:
JECFA:

CCRVDF:

(r), revised MRL; (a), amended MRL; T, temporary MRL.
Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL was

recommended/considered.

Session number of the CCRVDF where the MRL was considered and Appendix number of its report where

the MRL is contained.
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Appendix Il

PROPOSED DRAFT MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS
(at Step 4 of the Elaboration Procedure)

DERQUANTEL (antiparasitic agent)

Acceptable Daily Intake (ADI): 0-0.3 ug/kg body weight on the basis of a lowest-observed-adverse-
effect level (LOAEL) of 0.1 mg/kg body weight per day for acute
clinical observations in dogs, consistent with antagonistic activity on
the nicotinic acetylcholine receptors. A safety factor of 300 was
applied to the LOAEL (75" JECFA, 2011).

Estimated Dietary Exposure (EDI): As the ADI was based on an acute effect, the 75" JECFA (2011) did
not calculate an EDI. Using the model diet of 300 g muscle, 100 g live,
50 g kidney, 50 g fat and 1.5 liter of milk with the MRLs
recommended, the theoretical maximum daily intake (TMDI) is 8
pg/person, which represents 45% of the upper bound of the ADI.

Residue Definition: Derquantel.
Species Tissue MRLs (ug/kg) Step JECFA
Sheep Muscle 0.2 4 75
Sheep Liver 2.0 4 75
Sheep Kidney 0.2 4 75
Sheep Fat 0.7 4 75

The 75" JECFA was not able to recommend a MRL for sheep milk, as no residue data were provided.

Keys for List of MRLs for Veterinary Drugs
Step: (n), revised MRL; (a), amended MRL; T, temporary MRL.

JECFA: Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL was
recommended/considered.

CCRVDF:  Session number of the CCRVDF where the MRL was considered and Appendix number of its report where
the MRL is contained.
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Appendix IV

PROPOSED DRAFT RISK MANAGEMENT RECOMMENDATION FOR RESIDUES OF VETERINARY
DRUGS FOR WHICH NO ADI AND/OR MRLS HAS BEEN RECOMMENDED BY JECFA DUE TO
SPECIFIC HUMAN HEALTH CONCERN

(at Step 5/8 of the Elaboration Procedure)

CHLORAMPHENICOL (antimicrobial agent)
JECFA evaluation: 12" (1968), 32" (1987), 42™ (1994) and 62™ (2004) JECFA

Recommended risk management measures

In view of the JECFA conclusions on the available scientific information, there is no safe level of residues of
chloramphenicol or its metabolites in food that represents an acceptable risk to consumers. For this reason,
competent authorities should prevent residues of chloramphenicol in food. This can be accomplished by not
using chloramphenicol in food producing animals.

MALACHITE GREEN (antifungal and antiprotozoal agent)
JECFA evaluation: 70" (2008) JECFA

Recommended risk management measures

In view of the JECFA conclusions on the available scientific information, there is no safe level of residues of
malachite green or its metabolites in food that represents an acceptable risk to consumers. For this reason,
competent authorities should prevent residues of malachite green in food. This can be accomplished by not
using malachite green in food producing animals.

CARBADOX (growth promoter and antimicrobial agent)
JECFA evaluation: 36" (1990) and 60™ (2003) JECFA
Recommended risk management measures

In view of the JECFA conclusions on the available scientific information, there is no safe level of residues of
carbadox or its metabolites in food that represents an acceptable risk to consumers. For this reason,
competent authorities should prevent residues of carbadox in food. This can be accomplished by not using
carbadox in food producing animals.

FURAZOLIDONE (antimicrobial agent)
JECFA evaluation: 40" (1992) JECFA
Recommended risk management measures

In view of the JECFA conclusions on the available scientific information, there is no safe level of residues of
furazolidone or its metabolites in food that represents an acceptable risk to consumers. For this reason,
competent authorities should prevent residues of furazolidone in food. This can be accomplished by not
using furazolidone in food producing animals.
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NITROFURAL (antimicrobial agent)
JECFA evaluation: 40" (1992) JECFA
Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of nitrofural or its metabolites® in food representing an acceptable risk to
consumers, significant health concerns were identified. For this reason, competent authorities should prevent
residues of nitrofural in food. This can be accomplished by not using nitrofural in food producing animals.

! Semicarbazide is not a unique indicator of nitrofural use and low levels can be associated with other
legitimate sources.

CHLORPROMAZINE (tranquilliser agent)
JECFA evaluation: 38" (1991) JECFA

Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of chlorpromazine or its metabolites in food representing an acceptable risk
to consumers, significant health concerns were identified. For this reason, competent authorities should
prevent residues of chlorpromazine in food. This can be accomplished by not using chlorpromazine in food
producing animals.

STILBENES (growth promoter)

JECFA evaluation: 5" (1960) JECFA

IARC evaluation: monograph 100A (2012)
Recommended risk management measures

In view of the available scientific information, there is no safe level of residues of stilbenes or their
metabolites in food that represents an acceptable risk to consumers. For this reason, competent authorities
should prevent residues of stilbenes in food. This can be accomplished by not using stilbenes in food
producing animals.

OLAQUINDOX (Antibacterial agent)
JECFA evaluation: 36™ (1990) and 42™ (1994) JECFA
Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of olaquindox or its metabolites in food representing an acceptable risk to
consumers, significant health concerns were identified. For this reason, competent authorities should prevent
residues of olaquindox in food. This can be accomplished by not using olaquindox in food producing animals.
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Appendix V

PROPOSED DRAFT RISK MANAGEMENT RECOMMENDATION FOR RESIDUES OF VETERINARY
DRUGS FOR WHICH NO ADI AND/OR MRLS HAS BEEN RECOMMENDED BY JECFA DUE TO
SPECIFIC HUMAN HEALTH CONCERN

(at Step 4 of the Elaboration Procedure)

DIMETRIDAZOLE (antiprotozoal agent and antibacterial agent)
JECFA evaluation: 34™ (1989) JECFA
Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of dimetridazole or its metabolites in food representing an acceptable risk to
consumers, significant health concerns were identified. For this reason, competent authorities should prevent
residues of dimetridazole in food. This can be accomplished by not using dimetridazole in food producing
animals.

IPRONIDAZOLE (antiprotozoal agent and antibacterial agent)
JECFA evaluation: 34™ (1989) JECFA
Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of ipronidazole or its metabolites in food representing an acceptable risk to
consumers, significant health concerns were identified. For this reason, competent authorities should prevent
residues of ipronidazole in food. This can be accomplished by not using ipronidazole in food producing
animals.

METRONIDAZOLE (antiprotozoal agent and antibacterial agent)
JECFA evaluation: 34" (1989) JECFA
Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of metronidazole or its metabolites in food representing an acceptable risk
to consumers, significant health concerns were identified. For this reason, competent authorities should
prevent residues of metronidazole in food. This can be accomplished by not using metronidazole in food
producing animals.

RONIDAZOLE (antiprotozoal agent and antibacterial agent)
JECFA evaluation: 34™ (1989) and 42™ (1994) JECFA
Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of ronidazole or its metabolites in food representing an acceptable risk to
consumers, significant health concerns were identified. For this reason, competent authorities should prevent
residues of ronidazole in food. This can be accomplished by not using ronidazole in food producing animals.
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Appendix VI

PROPOSED DRAFT PERFORMANCE CHARACTERISTICS FOR MULTI-RESIDUE METHODS (MRMSs)
FOR VETERINARY DRUGS
(APPENDIX C OF CAC/GL 71-2009)

(at Step 5/8 of the Elaboration Procedure)

SCOPE

1. The purpose of this Appendix is to describe the performance characteristics/parameters that a multi-
residue method (MRM) should have in order to provide internationally acceptable confidence in the method
to produce results suitable for evaluating the residues of veterinary drugs for either domestic programmes or
in international trade. The uses may include screening, quantification, and/or confirmation, each having
different performance requirements.

2. This Appendix is applicable to MRMs used to analyse all residues of veterinary drugs and substances
which may be used as veterinary drugs. These MRMs include certain pesticides which have veterinary uses
and which may be present as residues in commodities. Guidance on the validation of multi-residue methods
for non-veterinary use of pesticides is contained in CAC/GL 40-1993: Guidelines on good laboratory practice
in residue analysis.

3. In this Appendix, a MRM is considered to be a method which includes three or more analytes in the
same class or more than one class of veterinary drugs in its scope. These MRMs may be used for screening
samples for the possible presence of veterinary drugs or quantitative and/or confirmatory analyses. This
guidance covers all three types of situations. It should be noted that a validated MRM may include some
analytes where performance characteristics for quantitative analysis have been fully validated and other
analytes where precision and/or recovery criteria for quantitative analysis or the data requirements for
confirmation of the residue are not available. However, those analytes should be clearly identified in the
method and must not be used for those purposes until they have been validated and/or demonstrated to be
fit for purpose.

DEFINITIONS

Compliant or negative result: A result indicating that the analyte is not present at or above the lowest
calibrated concentration. (see also Limit of Detection in CAC/GL 72-2009)

Confirmatory method: A method that provides complete or complementary information enabling the analyte
to be identified with an acceptable degree of certainty at the concentration of interest.

Decision Limit (CCa): Limit at which it can be decided that the concentration of the analyte present in a
sample truly exceeds that limit with an error probability of a (false positive).

Detection capability (CCB): Smallest true concentration of the analyte that may be detected, identified and
quantified in a sample with an error probability of 3 (false negative).

Incurred residue: Residue of an analyte in a matrix arising by the route through which the trace
concentrations would normally be expected by treatment or dosing according to intended use, as opposed to
residues from laboratory fortification of samples.

Matrix: Material or component sampled for analytical studies, excluding the analyte.
Matrix blank: Sample material containing no detectable concentration of the analytes of interest.

Method: The series of procedures from receipt of a sample for analysis through to the production of the final
result.

Multi-residue method (MRM): Method which is suitable for the screening, confirmation and quantification of a
range of analytes, usually in a number of different matrices and includes three or more analytes in the same
class or more than one class of veterinary drugs in its scope.

Presumptive positive or suspect result: A result suggesting the presence of the analyte with a concentration
at or above the lowest calibrated concentration.

Positive result: A result indicating that the analyte has been confirmed to be present at or above the lowest
calibrated concentration.
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Quantitative method: A method capable of producing results, expressed as numerical values in appropriate
units, with accuracy and precision which are fit for the purpose. The degree of precision and trueness must
comply with the criteria specified in Table 1 of the main text.

Sample preparation: Procedure used, if required, to convert the laboratory sample into the analytical sample
by removal of parts not to be included in the analysis.

Sample processing: The procedure(s) (e.g. cutting, grinding, mixing) used to make the analytical sample
acceptably homogeneous with respect to the analyte distribution prior to removal of the analytical portion.

Screening method: A method used to detect the presence of an analyte or class of analytes at or above the
minimum concentration of interest.

SUMMARY OF PERFORMANCE PARAMETERS TO BE CHARACTERISED AND DEFINED FOR MULTI-
RESIDUE ANALYTICAL METHODS

4, The following characteristic parameters need to be measured for every analyte and for each matrix
under study, as applicable:

(a) Selectivity
(i) Freedom from interferences
(i) Matrix effects — characterised and controlled by the method if they occur.

(i) Qualitative, quantitative, and/or confirmatory detector response parameters determined (and
CCp for screening analyses where this is included below to cover cut-off or threshold limits)

(b) Calibration

(i) Sensitivity

(i) Calibration range

(iif) Calibration function

(iv) LOD and LOQ, and/or CCa and CCf
(c) Reliability of results

(i) Recovery

(ii) Accuracy (trueness and precision)

(i) Measurement uncertainty

(iv) Robustness (ruggedness) testing including identification of critical control points and possible
stopping points

(d) Stability of Analytes
(i) Stability in sample extracts and standard solutions;
(i) Stability under sample processing and analysis
(iif) Stability under frozen storage and freeze-thaw cycle conditions.
(e) Incurred residue studies (if suitable materials are available)
(i) Verify that incurred residues are as effectively extracted as fortified analytes

(iiy Verify performance of any steps included in method to release chemically bound residues
where required.

(iiiy Verify consistency of recovery and precision

PERFORMANCE CHARACTERISTICS FOR MRMs

5. It should be understood that the performance characteristics listed in paragraph 4 should be defined
and measured for every analyte listed in the scope of the fully optimised multi-residue method. This is best
done after it has been determined that method development and/or modification has been completed and the
analytical method is not to be subjected to any additional changes or maodifications. In this regard, the
concepts involved are very similar to those for determining the performance characteristics of an analyte in a
single analyte method elaborated in the main text (paragraphs 160 — 181). To avoid repetition, only
differences from single analyte consideration will be highlighted in this Appendix.
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6. The requirement on MRMs to successfully detect residues of a variety of different veterinary drugs in a
complex food matrix can be expected to result in an increased risk of interference by other material from the
sample matrix compared to single analyte methods. If the MRM is required to analyse different matrices or a
matrix from different species the risk is increased. This necessitates particular emphasis on performance
characteristics related to detection capability and selectivity when considering the performance of MRMs.

PERFORMANCE CHARACTERISTICS OF MRMS FOR SCREENING ANALYSIS

7. MRMs for screening analysis are usually qualitative in nature and often cover a range of analytes,
species and matrices, with the objective being to differentiate samples that contain no detectable residues
above a threshold or cut-off value ("negatives/compliant”) from those that may contain residues above that
value ("positives/presumptive positives/suspect positives”).

8. Screening methods for approved veterinary drugs should demonstrate a selectivity of 90% with 95%
confidence and sensitivity at the lowest concentration at which the target analyte may be reliably detected
within defined statistical limits, usually 95% confidence limit. For regulatory purposes, these screening
methods can tolerate a small number of “false positive” results, as any screen “positive/presumptive
positive/suspect positive” sample should be carried forward for additional confirmatory and/or quantitative
analysis to identify, confirm and/or quantify the presence of the “suspect” residue. For all other veterinary
drugs which are NOT approved for use, this Appendix may be used to inform decisions on the performance
criteria which may need to be developed.

9. Criteria for identifying cut-off or threshold limits for screening methods are given in the main text
(paragraph 163).

PERFORMANCE CHARACTERISTICS OF MRMs FOR QUANTITATIVE ANALYSIS

10. The requirement to recover a range of different veterinary drug residues in one extraction increases
the potential for compromised selectivity in MRMs compared to single analyte methods. Using less selective
extraction and clean-up procedures is likely to result in greater co-extracted matrix material in the final
extract. The nature and quantities of such co-extracted material can vary markedly depending on the history
of the individual sample. Particular care is therefore required when setting criteria for the precision and
trueness of MRMs to ensure that quantification will not be affected by interference from other compounds
present in the sample matrix. It is recommended that MRMs used to support Codex MRLs should meet the
performance standards for trueness and precision listed in Table 1 of the main text. To ensure that the
effects of different samples are taken into account when assessing performance against these criteria, it is
recommended that determinations of these parameters follow the guidance in the main text (paragraphs 171-
174). The intermediate precision for recovery of analytes fortified into these different samples should be
used for comparison to the criteria in Table 1 of the main text rather than the repeatability precision.

11. However, where no guidance is available to provide a target concentration for a specific analyte, a
value based on an assessment of public health risk, and not based on the detection limits of the available
analytical instrumentation may be considered.

12. Itis becoming increasingly common in analytical methods for veterinary drug residues in foods to base
the quantitative determination on a standard curve prepared by addition of standard to known blank
representative matrix material prior to analyte extraction at a range of appropriate concentrations that bracket
the target concentration. Use of such a method matrix-matched standard curve for calibration inherently
incorporates a recovery correction into the analytical results obtained but may introduce a new bias related to
the behaviour of the particular blank matrix used to construct the standard curve. It is recommended that the
trueness of methods that employ matrix-matched calibration curves follow the guidelines provided in the
main text (paragraphs 171-174).

13. Alternative approaches may be applied to method validation that use the parameters Decision Limit
(CCa) and Detection Capability (CCR). These two parameters incorporate a consideration of measurement
uncertainty.

PERFORMANCE CHARACTERISTICS FOR MRMS FOR CONFIRMATORY METHODS

14. The necessary steps to positive identification are for the expert judgement of the analyst and particular
attention should be paid to the choice of a method that would minimise the effect of interfering analytes.
Ultimately, it is the responsibility of the analyst to make choices, provide supporting data, and interpret
results according to scientific principles and qualified judgement as outlined in the main text (paragraphs
175-181).
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15. Method performance requirements for confirmatory methods based on low resolution gas
chromatography mass spectrometry (GC-MS) and liquid chromatography mass spectrometry (LC-MS) listed
in Table 2 of the main text have been extended to include situations where the relative ion intensity may be
less than 10%. Under these conditions, a 50% relative ion intensity between standard and sample is
acceptable.

16. Table 1 in this Appendix lists the number of identification points (IPs) earned for a combination of
mass spectrometry based analytical techniques and provides necessary and sufficient criteria for
confirmatory analysis. Typically, a minimum of four identification points is required to meet accepted
performance criteria for regulatory methods. Therefore, a combination of a precursor ion and two product
ions will provide the four IPs required when low resolution MS/MS instruments are used in a confirmatory
method. Examples of non-MS based detection methods are listed in Table 3 in the main text.

17. Regardless of the mass spectrometer resolution, at least one ion ratio must also be measured to
eliminate the potential for fragments of the same mass arising from isobaric compounds of similar structure.
Retention times, or better still relative retention times, should also be determined to avoid the potential for
false identifications when using mass spectrometers for detection.

18. Non-magnetic sector type high-resolution mass spectrometers (HRMS) are becomingly increasingly
more affordable and commonly used. If using this equipment, it is suggested that confirmation of a
compound be based on the high mass accuracy and the resolving power of the mass spectrometer.

VALIDATION OF THE FULLY CHARACTERIZED MRM

19. Determination of the parameters in paragraph 4 for all the analytes and matrices listed in the scope of
a MRM will allow an objective assessment to be made of the fitness-for-purpose of the analytical method for
use in a regulatory control programme. For screening methods, analytes whose measured performance
parameters in a set of validation experiments are achieved in = 90% of the measurements taken at each
analyte/matrix/concentration combination could be considered acceptable for inclusion in the method.

20. Paragraph 189 of the main text recommends the use of biologically incurred material in the
characterisation and validation of analytical methods where possible, but the cost of generating such
incurred material for the validation of each analyte in a MRM could be prohibitive. However, where it is
economically feasible and possible to administer several different veterinary drugs to a food animal, incurred
material may be generated for a few carefully selected analytes representative of drug classes and/or groups
based on their prevalence of use and potential for causing residues that exceed established MRLs. The
target incurred concentration should be close to the MRL or expected concentration.

21. Alternative protocols may be used for validation of MRMs, adapted as necessary for individual
circumstances.
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Table 1: Examples of the number of identification points (IPs) earned for a range of mass
spectrometric detection techniques and combinations thereof (n = an integer)

Technique Source of Identification Number of Identification
Points (IPs)
GC-MS (EI* or CIP) n characteristic ions N
GC-MS (El +Cl) 2 (El) + 2 (CI) 4
GC-EIMS or GC- 2 (Derivative A) + 2 (Derivative B) 4
CIMS (2 derivatives)
LC-MS n characteristic ions N
GC-MS/MS® 1 precursor ion + 2 product ions 4
LC-MS/MS® 1 precursor ion + 2 product ions 4
GC-MS/MS 2 precursor ions, each with 1 product 5
ion
LC-MS/MS 2 precursor ions, each with 1 product 5
ion
LC-MS/MS/MS 1 precursor, 1 product ion and 2 2™ 55
generation product ions
HRMS N 2n
GC-MS and 2+2 4
LC-MS
GC-MS and HRMS 2+1 4
LC-HRMS/MS and 1 precursor ion + 2 product ions 6
GC-HRMS/MS

#Electron ionisation (EI)
® Chemical ionisation (CI)

¢ Gas chromatography tandem mass spectrometry (GC-MS/MS)

d Liquid chromatography tandem mass spectrometry (LC-MS/MS)

45
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Appendix VI

REQUEST TO THE 78" JECFA FOR ADDITIONAL CONSIDERATIONS CONCERNING
EXTRAPOLATION OF MRLs OF VETERINARY DRUGS TO ADDITIONAL SPECIES AND THE
ESTABLISHMENT OF MRLS IN HONEY

Question 1 - EHC 240 does not define “what comparable metabolic profile between species” means.
JECFA may wish to consider elaboration of the criteria described in EHC 240 (such as the precise
definition of “metabolically comparable”);

Points for further consideration:

» While JECFA'’s position is scientifically sound, in practice “compounds should be present in quantitatively
similar proportions” could be unnecessary restrictive for MRL extrapolation. Many jurisdictions do not
require radiolabelled studies (and hence MR:TR) in extrapolated species.

» For comparative metabolism data assessment in a major species, JECFA does not consider that
metabolites in target animals should be present in “quantitatively similar proportions” to those observed in
laboratory animals (from which the ADI is derived), rather the compounds are required to be qualitative
similar (i.e., the same major metabolites should appear in metabolic profile). Also, in many cases
estimated exposure to residues at the MRL level represents only a fraction of the ADI. Consequently, the
extrapolated MRLs would not exceed the ADI even if the MR:TR is several fold different.

» JECFA may consider being flexible in defining the “reasonable limits” to define comparative metabolic
profile, and in metabolism data requirement in extrapolated species based on the overall safety profile of
the drug (e.g., proportion of ADI used). Alternatively, the MR:TR from physiologically related species
could be used for MRL extrapolation.

» We note that EU has extensively extrapolated MRLs of veterinary drugs to all food producing species. No
serious public health issues have been reported because of public exposure to residues of veterinary
drugs in extrapolated species.

Question 2 - Guidance on the criteria/assumptions to be used for interspecies extrapolations,
including minimum data required to support such extrapolation among physiological related species,
and extrapolation to additional (unrelated) species;

Points for further consideration:

» Absence of metabolites or residues of toxicological concerns in extrapolated species can generally be
substantiated by data from a radiolabelled study. In practice, if radiolabelled studies are available, MRLs
can be established by routine procedure (i.e., extrapolation is not required).

» Radiolabelled studies are generally not available when extrapolation is requested. Rather than asking to
demonstrate the absence of metabolites of toxicological concern, could a practical approach be taken to
ascertain, based on available data and public literature, whether there is any evidence suggesting that
metabolites or residues of toxicological concerns occur in extrapolated species (i.e., absence of evidence,
rather than evidence of absence)?.

» Could a well-designed marker residue depletion study further substantiate this?
Question 3 - Possibility of extending extrapolation by JECFA similar to that allowed under the current
EU guidelines.

a. EHC 240 does not allow for the extrapolation of MRLs from muscle of salmonidae to other fin
fish, but this is allowable based on European Union guidelines. JECFA should consider
extrapolation of MRLs between fish species. If the data required to support such MRL
extrapolation is not available, what further work may be required?

b. whether MRLs can be extrapolated to all food-producing species when the established MRLs in
three different “classes” of major species (ruminant, pigs, and chickens) are similar.
Points for further consideration:

» JECFA consider extrapolation to all aquatic animals instead of just fin-fish provided minimum criteria are
met.
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Question 5 - It is understood that MRL extrapolation would be based on the principles of risk
assessment. Whether the risk associated with uncertainties in extrapolation of MRLs to a new
species could sufficiently be addressed by the likely lower exposure to residues from tissues of
extrapolated species (e.g. tissues of certain species are consumed less frequently and in smaller
guantity) and the adequacy of the safety factors already inherent in the establishment of MRLs.

Points for further consideration

» JECFA may also wish to consider other in-built safety (e.g., human exposure to residues at MRL level in
species in which MRLs are establish often represents only a fraction of the ADI which could compensate
for any differences in MR:TR) inherent in the MRL establishment procedure in future extrapolation works.

QUESTION CORCERNING THE ESTABLISHMENT OF MRLs IN HONEY

» lIs it possible to establish MRLs for honey using monitoring data from national authorities, similar to the
approaches for setting MRLs for spices used by JMPR?
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Appendix VI

DRAFT PROVISIONS ON EXTRAPOLATION OF MAXIMUM RESIDUE LIMITS (MRLS) OF VETERINARY
DRUGS TO ADDITIONAL SPECIES

(for inclusion in the Risk Analysis Principles Applied by the CCRVDF)
(for adoption)

Risk management considerations for CCRVDF

[Insert the following into Section 3.1.3 “Establishment of a preliminary risk profile”, after paragraph
14]

New paragraph 15:

15. Where CCRVDF considers the possible extrapolation of MRLs to other species, this should be clearly
identified in the preliminary risk profile. Pre requisites include:

e Comprehensive data packages or established MRLs for the veterinary drug are available for at least
one animal species.

e The drug is approved for use in the species for which MRL extrapolation is requested in at least one
member country and Good Veterinary Practice has been established;

[Insert the following into Section 3.3 — “Evaluation of risk management options” paragraph 26 after
the first bullet point]

e recommend extrapolation of MRLs to one or more other species, where JECFA has identified that is
scientifically justifiable and the uncertainties have been clearly defined,;

Risk Assessment Policy for JECFA

[Insert in the Risk Assessment Policy for the Setting of Maximum Limits for Residues of Veterinary
Drugs in Foods, in paragraph 2, (g) after point (g)]

(h) While considering extrapolation of MRLs:

e There should be a reasonable expectation that two food producing species that are
biologically/physiologically related will generally exhibit a similar pattern of metabolism, distribution
and depletion of veterinary drug residues (e.g., ruminant to ruminant).

e There should be a reasonable probability that a unigue metabolite(s) of toxicological concern is
unlikely to occur in species in which MRLs are being extrapolated:;

e JECFA should, when requested, assess different risk management options and present, in its report
the implications of these different risk management options for the CCRVDF to consider.
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Appendix IX

DRAFT PROVISIONS OF THE USE OF THE CONCERN FORM FOR THE CCRVDF

(for inclusion in Risk Analysis Principles Applied by the CCRVDF)
(for adoption)

3.2 - Consideration of the Result of the Risk Assessment

25.

A delegation may ask JECFA for additional explanation on the scientific concerns, which will be put

forward to JECFA by using the Concern Form (see Section 3.3).

3.3 - Using the Concern Form

26.

The Concern Form is an additional tool for Members to bring scientific concerns to the attention of

JECFA concerning its risk assessment.

27.

Procedure for the use of the Concern Form:

All Concern Forms and supporting documentation should be submitted to the JECFA and Codex
Secretariats by Members on the proposed MRLs circulated for comments at Step 3 or later in the Step
Procedure, preferably as part of Members comments on the proposed MRLs, or at the latest one
month after the CCRVDF session, by using the template recommended in Annex X.

Scientific concerns that could not be addressed at the Session of the CCRVDF will be described in the
Concern Form and made available for a JECFA review with supporting documentation;

Submission of Concern Form prior to the CCRVDF Session might allow JECFA Secretariat to prepare
clarification in response to some concerns during the Session;

Concerns related to interpretation of the existing data (e.g. review of the ADI) can be submitted
without the need for any additional data;

If the concern is entered at Step 3 and cannot be addressed at the Session, the specific MRLs will not
advance beyond Step 5. If the concern is entered at Step 6, the specific MRLs will not advance
beyond Step 7;

Identical concerns should be considered only once by JECFA;

The JECFA Secretariat should schedule the concern for a JECFA review as soon as possible to allow
JECFA to respond by the next CCRVDF Session.

ANNEX x

TEMPLATE FOR CONCERN FORM

Submitted by: (name of the delegation)
Date:

Veterinary drug:

Commaodity (species and tissues):
MRL (mg/kg):

Present Step:

Description of the concern:

Summary of the supporting documentation that will be submitted to JECFA (e.g. toxicology, residue,
microbiology, dietary exposure assessment):
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Appendix X

Name of compounds

Questions(s) to be answered

Data availability/time

Proposed by

Comments

Sisapronil (formerly known as

Request to establish ADI and
recommend MRLs in cattle

Data available

USA

phenylpyrazole) tissues (liver, kidney, muscle
and fat)
. To be confirmed by 37" CAC
Ethoxyquin Request to establish MRL in -IF;Eﬁi irlmjeeslegeg:)mirmeocj tLhaet Philiopines that it is appropriate for
(feed additive use) shrimp muscle. bp . PP CCRVDF to deal with this
relevant data are available.
request.
. Establishment of an MRL in | Existing JECFA reports, data st
Ivermectin bovine muscle and public literature. 21" CCRVDF
JECFA Secretariat agreed tod
. . . provide advice to the 22"
Chlorpromazine Update the toxicological and | To be confirmed through a 218 CCRVDF CCRVDF on the availability of
exposure assessment JECFA call for data . .
toxicological and exposure
data and possible implication
JECFA Secretariat agreed t?j
o o . . , provide advice to the 22"
Dimetridazole, ipronidazole, | Update the toxicological and | To be confirmed through a 218 CCRVDF CCRVDF on the availability of

metronidazole and ronidazole

exposure assessment

JECFA call for data

toxicological and exposure
data and possible implication
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Appendix Xl

DRAFT PROVISIONS ON ESTABLISHMENT OF MRLs FOR HONEY
(for inclusion in the Risk Analysis Principles Applied by the CCRVDF)

(for comments)
Section IV: Risk Analysis

CCRVDF
3.3 Evaluation of Risk Management Options
Paragraph 26. CCRVDF may: (insert before the second bullet point)

- Consider recommending MRLs for honey using alternative approaches in accordance with the
guidance established by JECFA.

and

Risk Assessment Policy for the Setting of MRLs of Veterinary Drugs in Food
Role of JECFA (page 137)
Paragraph 2. (insert just before 2 h)

- JECFA may consider alternative ways such as using residue monitoring data to derive MRLs in
honey.



