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The report of the Twentieth Session of the Codex Committee on Residues of Veterinary Drugs in Foods will
be considered by the 35" Session of the Codex Alimentarius Commission (Rome, ltaly,
2-7 July 2012).

PART A —MATTERSFOR ADOPTION BY THE 35™ SESSION OF THE CODEX ALIMENTARIUS COMMISSION

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

1 Draft MRLs for narasin (cattle tissues) at Step 8 and proposed draft MRLs for amoxicillin
(cattle, sheep and pig tissues and cattle and sheep milk) and monensin (cattle liver) at Step 5/8
(see REP12/RVDF para. 65 and App. Ill and IV);

2. Proposed draft Sampling Plans for Residue Control for Aquatic Animal Products and Derived
Edible Products of Aquatic Origin (C, Annex B of CAC/GL 71-2009) at Step 5/8 (see REP12/RVDF
para. 90 and App. VIII);

Governments and international organizations wishing to submit comments on the above texts should do so in
writing, preferably by e-mail, to the Secretariat, Codex Alimentarius Commission, Joint FAO/WHO Food
Standards Programme, FAO, Viale delle Terme di Caracalla, 00153 Rome, Italy (e-mail: codex@fao.org,
fax : +39 06 57054593) before 15 June 2012.

Proposed Draft Standards and Related Texts at Step 5 of the Procedure
3. Proposed draft MRLsfor monepantel (sheep tissues) (see REP12/RVDF para. 65 and App. V);

Other Textsfor adoption

4, Proposed revision of the Risk Analysis Principles Applied by the CCRVDF and of the Risk
Assessment Policy for Residues of Veterinary Drugsin Foods (see REP12/RVDF para. 83 and App. VII);

5. Priority List of Veterinary Drugs for Evaluation or Re-evaluation by JECFA (see REP12/RVDF
para. 117 and App. IX Part A).

PART B —REQUEST FOR COMMENTS

6. Proposed Amendments to the Terms of Reference of the Codex Committee on Residues of
Veterinary Drugsin Foods (see REP12/RVDF para. 41 and App. I1);

7. Risk Analysis Palicy on Extrapolation of MRLs of Veterinary Drugs to Additional Species and
Tissues (see REP12/RVDF para. 158 and App. XI);

8. Policy for residues in honey (inclusion in the Policy on extrapolation) (see REP12/RVDF para.
158).

Governments and international organizations wishing to submit comments on the above texts should do so in
writing, preferably by e-mail, to U.S. Codex Office, Food Safety and Inspection Service, US Department of
Agriculture, Room 4861, South Building, 14" Independence Avenue, S.W., Washington DC 20250, USA
(Telefax: +1 202 720 3157; or preferably E-mail: 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 (Telefax: +39.06.5705.4593; or preferably E-mail: Codex@fao.org)
before 30 May 2013.
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SUMMARY AND CONCLUSIONS

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

M attersfor Adoption/Consideration by the 35" Session of the Codex Alimentarius Commission
Draft Standards and Related Textsfor adoption:

The Committee forwarded:

- draft MRLs for narasin and proposed draft MRLs for amoxicillin and monensin for adoption at Step 8 and Step 5/8
and the proposed draft MRLs for monepantel for adoption at Step 5 (see para. 65 and App. III, IV and V);

- proposed draft Sampling Plan for Residue Control for Aquatic Animal Products and Derived Edible Products of
Animal Origin for adoption at Step 5/8 (Table C, Annex B of CAC/GL 71-2009) (see para. 90 and App. VIII);

- proposed revised Risk Analysis Policy Applied by the CCRVDF and the renamed Risk Assessment Policy for
Residues of Veterinary Drugsin Foods for inclusion in the Procedural Manual (see para. 83 and App. VII).

Other mattersfor approval:
The Committee forwarded:

- priority List of Veterinary Drugs for Evaluation or Re-evaluation by JECFA (see para. 117 and Appendix IX, Part
A).

- project document on new work on the development of 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 (see paras 134-138 and App. X).

M attersfor advice by the 35" Session of the Commission

The Committee agreed to request advice and guidance regarding the appropriate steps to take regarding making a
decision on whether or not to include a veterinary drug (i.e., zilpaterol) in the “Priority List” (see paras 110-114 and
118);

Mattersfor interest to the 35" Session of the Commission and FAO/WHO

The Committee agreed:
- to further consider amendments to its TORs at its 21% Session (see para. 41 and App. 11);

- to hold at Step 4 the proposed draft MRLs for apramycin and derquantel for further consideration in the light of
JECFA advice (see paras 52 and 56 and App. VI);

- that proposed amendments to its Risk Analysis Policy to address animal feed were not necessary (see para. 68);
- to further develop the scope of the “concern form”, its format and the policy procedure for its use (see paras 80-82);

- that it was premature to consider the need for an expert consultation on validation of multi-residue methods (see
para. 93);

- to forward to the FAO/IAEA Joint Division the “Compendium of Methods of Analysis as Suitable for Support to
Codex MRLs”, currently available on the Codex website, for their consideration for inclusion in the database (see
para. 96);

- to return the proposed draft Guidelines on Performance Characteristics for Multi-residue Methods to Step 2 and to
broaden its scope to include a generic validation protocol (see para. 99);

- to request JECFA comments on: (i) the proposed policy for the establishment of MRLs or other limits for honey; (ii)
risk analysis policy on extrapolation of residues of veterinary drugs to additional species and tissues and a list of
related questions (see paras 146 and 156-157);

- to further consider a Risk Analysis Policy on Extrapolation of MRLs of Veterinary Drugs to Additional Species and
Tissues at its 21 Session (see paras 158-159).

Mattersreferred to the Committee on General Principles (CCGP)

The Committee agreed to inform the CCGP that the use of the “concern form” was already under consideration in the
context of its work on the revision of the Risk Analysis Principles applied by the CCRVDF (see para. 12).
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L1ST OF ABBREVIATIONSUSED IN THISREPORT

ADI Acceptable Daily Intake

ADME Absorption, Distribution, Metabolism and Excretion

AGISAR Advisory Group on Integrated Surveillance of Antimicrobial Resistance (WHO)

AMR Antimicrobial Resistance

ARD Acute Reference Dose

CAC Codex Alimentarius Commission

CAC/GL Codex Alimentarius Commission / Guidelines

CCGP Codex Committee on General Principles

CCPR Codex Committee on Pesticide Residues

CCRVDF Codex Committee on Residues of Veterinary Drugs in Foods

CIA Critically Important Antimicrobials

CL Circular Letter

CRD Conference Room Document

CRP Coordinated Research Project

EDI Estimated Daily Intake

EHC Environmental Health Criteria

EU European Union

eWG Electronic Working Group

FAO Food and Agriculture Organization of the United Nations

GIFSA Global Initiative for Food-related Scientific Advice

IAEA International Atomic Energy Administration

IARC International Agency for Research on Cancer

JECFA Joint FAO/WHO Expert Committee on Food Additives

LOAEL Lowest-Observed-Adverse-Effect-Level

MRL Maximum Residue Limit

MRLVD Maximum Residue Limit for Veterinary Drug

MR/RT Marker Residue: Total Residue

NOAEL No-Observed-Adverse-Effect-Level

OIE World Organization for Animal Health

pWG Physical Working Group

RCP Recommended Code of Practice

SOP standard operating procedures

TDI Tolerable Daily Intake

TMDI Theoretical Maximum Daily Intake

TORs Terms of Reference

USA United States of America

USDA United States Department of Agriculture

VICH International Cooperation on Harmonisation of Technical Requirements for Registration of Veterinary
Medicinal Products

WGAPFS Working Group on Animal Production Food Safety (OIE)

WHO World Health Organization
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INTRODUCTION

1. The Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF) held its Twentieth
Session in San Juan (Puerto Rico) from 7 to 11 May 2012, 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 177 delegates from 47 Member countries and one Member organization and
Observers from 10 international organizations and FAO and WHO. The list of participants, including the
Secretariat, is given in Appendix | to this report.

OPENING OF THE SESSION

2. The Session was opened by Mr Brian Ronholm, Deputy Under-Secretary for Food Safety, United
States Department of Agriculture (USDA) . Mr Ronholm stated that USDA's current policy was designed to
prevent foodborne illness by shifting the focus to preventing foodborne illness from one of reacting to it. He
stated that while reacting to foodborne illness was still important because it helps avoid additional illnesses,
the preventive approach has the added benefit of saving money. Mr Ronholm further stated that while it was
primarily up to the regulators and industry to make sure the food supply is safe, consumers have to remain
vigilant. He provided a number of examples of how these groups were employing everything from increased
testing and social media to ensure a safe food supply.

3. Ms Awilo Ochieng Pernet, Vice Chairperson of the Commission also addressed the Committee and
conveyed a message from Mr Sanjay Dave, Chairperson of the Commission.

Division of Competence’

4. 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)?

5. The Committee adopted the Provisional Agenda as its Agenda for the Session.

6. The Committee agreed to establish two in-session Working Groups, open to all interested Members
and Observers and working in English only, on:

e Agenda Item 8a “Proposed draft Sampling Plans for Residues Control for Aquatic and Derived Edible
Products of Aquatic Origin”, chaired by the United States of America, and

e Agenda Item 8b “Proposed draft Guidelines on Performance Characteristics for Multi-residues
Methods, co-chaired by Canada and the United Kingdom.

7. The Committee requested the two Working Groups to prepare revised proposed draft documents,
taking into account the written comments submitted, for consideration in the Plenary.

8. The Committee agreed to discuss the Agenda Items in the following order: 1, 2, 3, 4, 5, 7a, 10, 6a, 6b,
7b, 8a, 8b, 9a, 9b, 11, 12, 13 and 14.

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

9. The Committee noted the information presented in CX/RVDF 12/20/2 and CX/RVDF 12/20/2 Add.1
concerning the decisions and discussions of the Commission, the Executive Committee and other Codex
Committees related to its work. The Committee noted that several matters were for information purposes or
would be addressed under the relevant Agenda Items during the Session. The Committee was also informed

! CRD 1 (Annotated Agenda — Division of competence between the European Union and its Member States)
 CX/RVDF 12/20/1

¥ CX/RVDF 12/20/2; CX/RVDF 12/20/2 Add.1; CRD 4 (Comments of European Union and Philippines); CRD 18
(Comments of Costa Rica, Brazil and Uruguay)
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of the main outcomes of the 6™ Session of the Task Force on Animal Feeding, which was held in Berne
(Switzerland) in February 2012.

10. In particular the Committee commented and/or made decisions as follows:

Reply of the Committee on Pegticide Residues (CCPR) regarding convening an expert consultation to
provide guidance on multi-residues analysis

11. The Committee requested the in-session Working Group on Agenda Item 8b to also consider the
advice of the CCPR regarding convening an expert consultation to provide guidance on multi-residues
analysis.

Useof “concern form” in CCRVDF

12.  The Secretariat recalled that this request had arisen from the discussion of the 27" Session of the
Committee on General Principles (CCGP) on standards held at Step 8. The Committee agreed to inform the
CCGP that the use of the “concern form” was already under consideration in the context of its work on the
revision of the Risk Analysis Principles applied by the CCRVDF (see Agenda Item 7b).

Draft MRLsheld at Step 8

13. The Delegation of Brazil, referring to CRD 18, expressed its concerns about the standards held at Step
8 at the Commission, noting that the Procedural Manual clearly stated that Codex needs to base its decisions
on sound science, having as its primary objective the protection of the health of consumers and that only
factors which can be accepted on a worldwide basis should be taken into account in the framework of Codex.
Non-compliance to the Procedural Manual undermines Codex decisions, jeopardizes the role of the
FAO/WHO group of experts, discourages the participation of Codex members and represents a risk for the
role of Codex as an international standard-setting body. The Delegation highlighted its support to JECFA’s
and Codex’s work and that CCRVDF should strictly follow the Procedural Manual, basing its decisions on
sound science to protect the health of consumers. These concerns were supported by several Delegations.

14. The Committee noted that this matter would be discussed at the next Session of the Commission.

MATTERS OF INTEREST ARISING FROM FAO AND WHO (Agenda Item 3)4
Provision of scientific advice

15. The WHO Representative, referring to CX/RVDF 12/20/3, informed the Committee about activities
carried out by FAO and WHO in the area of scientific advice to Codex and Member countries relevant to the
Committee, as well as other activities of interest to the Committee.

16. The Representative noted that MRL proposals resulting from the 75" JECFA meeting would be
discussed under Agenda Item 6. In addition, the Representative informed the Committee that data for
triclabendazole were insufficient to allow extrapolation of MRLs from cattle and sheep to goat tissues and
that no data for ivermectin had been received in response to the Call for Data.

17. It was also noted that JECFA had commented on a number of documents under elaboration by this
Committee and that these comments would be provided under the respective Agenda Items (i.e. 7b, 10 and
12).

18. The Representative of WHO also informed the Committee on the process and outcome of the
FAO/WHO ad hoc Expert Meeting on Dietary Exposure Assessment for Veterinary Drug Residues in Food.
It was recalled that this activity was undertaken in response to recommendations of previous JECFA
meetings and of this Committee to address, amongst others, acute and chronic exposures and consumption of
other tissues than those currently represented in the model diet. A draft report outlining proposed approaches
for acute and chronic dietary exposure assessment was made available for public comment. Comments
received were considered by the experts and included, as appropriate, leading to two additions to the
proposed approach for chronic exposure assessment. As next steps there was a need now for testing and
validation of the new proposed approaches and evaluation of potential impact. This would be done either

* CX/RVDF 12/20/3; CX/RVDF 12/20/3 Add.1; CRD 5 (Comments of European Union), CRD 16 (Non edited final
draft of the report of the Joint FAO/WHO ad hoc Expert meeting on dietary exposure assessment for veterinary drugs
residues in food); CRD 17 (Comments of Peru); CRD 24 (Comments of Costa Rica)
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through an electronic Working Group of JECFA or by the next JECFA meeting, and the results would be
reported at the next Session of CCRVDF for consideration. It was clarified that the proposed approaches
include consumption figures for many species and for additional tissues not included in the current model
diet.

19. Several Delegations commented that in principle the new proposals presented a scientifically more
refined approach compared to the current approach. However, more time would be needed to evaluate the
revised draft report. A number of issues needed to be reflected on further, as highlighted in the report, and
the impact of changes should be carefully considered. The importance of further opportunity for comments
and inputs was emphasized before any new approach would be implemented by JECFA. The WHO
Representative strongly encouraged delegates to engage in the testing and validation phase to achieve a
meaningful outcome for the work of the Committee.

20. The JECFA Secretariat then noted the increasingly difficult financial situation in both FAO and WHO.
The Committee noted the urgent need expressed by FAO and WHO for specific extra-budgetary funding to
address the requests for the provision of scientific advice, including from the CCRVDF, as scientific basis
for its work. The Global Initiative for Food-related Scientific Advice (GIFSA) was created to facilitate
provision of financial support from governments and foundations in this context.

Other initiatives under way in FAO and WHO

21. The WHO Representative reported on the activities on antimicrobial resistance (AMR), specifically
the on-going development by the Advisory Group on Integrated Surveillance of Antimicrobial Resistance
(AGISAR) subcommittees on practical guidance documents to support Member Countries on monitoring of
antimicrobial use and of resistance development, for data management and for capacity building. An
important aspect of this work was capacity building and implementation work in countries. It was reported
that FAO and WHO were very committed to this important public health topic and were working together
with key international partners and member governments.

22. In relation to further work in assistance of member countries, the development of a web-based
decision support tool for the control of Campylobacter and Salmonella in chicken meat was mentioned. The
tool is freely available from FAO/WHO website> and FAO and WHO welcome comments on it.
Furthermore, FAO and WHO developed a guide for application of risk analysis principles and procedures
during food safety emergencies to assist in the context of national food safety emergency response plans.

23.  FAO and WHO will convene an expert consultation on food-borne parasites, with a view to prioritize
key parasite/commodity combinations and review control and management measures.

FAO/IAEA Information on activities of the food and environmental protection sub-programme
related to residues of veterinary drugsin foods

24. The Representative of IAEA highlighted activities of the Joint FAO/IAEA Division of Nuclear
Techniques in Food and Agriculture of interest to the CCRVDF, as presented in CX/RVDF 12/20/3 Add.1.

25. The Committee was informed that the Joint Division continued to strengthen its collaborative efforts
with sister divisions at FAO Headquarters to improve food safety, protect consumer health and facilitate
international agricultural trade by providing assistance in diverse areas. One such area was the ongoing
Coordinated Research Project (CRP) on Analytical Methods to strengthen National Residue Control
Programs focusing on areas of priority and concern to developing countries.

26. The Committee noted that this CRP was also investigating sources of natural antimicrobial compounds
likely to impact the regulatory framework for veterinary drug residues as well as the distribution of
veterinary drugs in the environment. Another CRP was helping laboratories in member states to establish
robust analytical techniques to determine origin of food through the assessment of isotopic and elemental
composition of foodstuffs.

27. The Representative further reported how the Joint Division continued to support developing countries
in establishing national and regional residues control laboratories through technical cooperation projects.
A new initiative involved inter-regional laboratory networks with technical cooperation as well as extra-
budgetary support, such as the peaceful uses initiative.

® http://www.mramodels.org/poultryRMTool/
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28. The Committee also noted that the Joint Division was working in association with FAO and other
organizations and universities to address the problems associated with use of counterfeit and low quality
veterinary pharmaceuticals and to develop protocols for quality control/quality assurance for trypanocidal
and other veterinary drugs. The Representative added that monographs have been prepared and will soon be
published and that plans to transfer the technology to member states were in advanced stages.

29.  With reference to the discussions concerning methods of analysis for residues of veterinary drugs in
foods (see Agenda Item 8b) and to enhance the capabilities of developing countries to identify and
implement suitable methods in support of residue monitoring plans, the Representative reported how the
Joint Division had collaborated with the CCRVDF electronic Working Group to publish analytical methods
through its database on food contaminants. Additional methods were invited by the Joint Division for
inclusion in the database.

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

30. The Observer from OIE, while referring to CX/RVDF 12/20/4, drew the Committee’s attention to four
main areas that were relevant to the work of the CCRVDF: the cooperation between the OIE and the Codex
Alimentarius Commission; the OIE activities aiming at the improvement of capacity building of its
members; antimicrobial resistance; and the OIE and VICH activities.

31.  With regard to the first point, the Observer highlighted the importance of the collaboration between
Codex and OIE in view of the contribution of animal health at the production level to the safety of the food
chain. In this context, the activities of the OIE Working Group on Animal Production Food Safety
(WGAPFS), which also included experts from Codex, FAO and WHO, were essential. The Committee also
noted the willingness of the OIE to work closely with Codex to develop texts of common interest.

32.  Concerning capacity building, the Observer underlined that the governance related to veterinary
medicinal products was considered by the OIE as a priority regarding animal and public health. The OIE’s
Fifth Strategic Plan (2011-2016), adopted in May 2010, included new fields of action, in particular, good
governance of veterinary services, the reinforcement of veterinary services capacities and infrastructure,
including veterinary legislation. In this regard, following the Conference on Veterinary Legislation, held in
Jerba (Tunisia), an ad hoc Group had elaborated draft standards, which should be adopted by the next
General Session of the OIE, in May 2012. The Committee further noted that since July 2010 the OIE had
organised cycles of training workshops of OIE Focal Points for veterinary medicinal products.

33. Regarding antimicrobial resistance, the Observer provided information on the activities of the two ad
hoc Working Groups on antimicrobial resistance for terrestrial and for aquatic animals; which were
respectively updating relevant chapters of the OIE Terrestrial Animal Health Code, taking into account the
Guidelines on Risk Analysis of Foodborne Antimicrobial Resistance (CAC/GL 77-2011), recently adopted by
Codex, and drafting standards for inclusion in the Aquatic Animal Health Code.

34.  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
metabolism and residue kinetics of veterinary drugs in food producing animals. The Observer also informed
the Committee of the important progress made to extend VICH activities to non-VICH members. An
Outreach Forum had been created to improve information, communication and awareness of these countries
to VICH activities and to encourage their participation in these activities. The Forum will be held in
conjunction with future VICH Steering Committee meetings and will offer new opportunities for wider
international harmonization.

35. The Committee thanked the Observer of the OIE for the useful information.

® CX/RVDF 12/20/4; CRD 19 (Comments of South Africa)
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PROPOSED AMENDMENTS TO THE TERM S OF REFERENCE OF CCRVDF (Agenda Item 5)’

36. The Secretariat recalled that at its 19" Session, the Committee had agreed to circulate a proposal to
add a new point to its Terms of Reference (TORS) to allow the consideration of other matters, including the
elaboration of risk management measures other than MRLs and codes of practice (ref. REP11/RVDF, paras
111-114 and Appendix VI1II).

37. At the request of the Chairperson, the Secretariat clarified that the revision of the TORs were not
necessary to allow the Committee to consider other matters, such as the elaboration of risk management
measures other than MRLs and codes of practice. The current TORs had not precluded the Committee from
elaborating texts such as the Code of Practice to Minimise and Contain Antimicrobial Resistance (CAC/RCP
61-2005) or from submitting to the Commission a proposal for new work on the development of Risk
management recommendations / guidance for veterinary drugs for which no ADI and MRLs had been
recommended by JECFA due to specific health concern (ref. ALINORM 08/31/31, Appendix VIII), which
had been cleared by the Executive Committee in its Critical Review of proposals for new work.

38.  Several Delegations were in support of the inclusion of the additional point, which would enable the
Committee to elaborate other risk management measures and to address substances with no ADI and/or
MRLs; some of these Delegations proposed to delete the reference to “feed” as it might create confusion and
it was not necessary to allow the Committee to address animal feed. Some of these Delegations were of the
opinion that this additional point to the TORs would allow the Committee to address new issues, including
emergencies, without delay.

39. Other Delegations did not support the additional point because: it was too broad and could hinder the
efficient operation of the Committee; it was not clear how it could be used in the future and might have
unintended consequences; and because the current TORs had not precluded the Committee to elaborate texts
other than MRLs and codes of practice. It was also noted that this additional point, similar to point (¢) of the
TORs of the Committee on Pesticide Residues (CCPR) could create some redundancies in the TORs of the
Committee, when compared with the TORs of the CCPR.

40. In order to progress its discussion, the Committee considered a proposal to revise the proposed new
point “e” of its TORs to refer more specifically to “risk management matters related to the safety of residues
of veterinary drugs in food” and another proposal to modify point “c” of its TORs to address other risk

management matters.
Conclusion

41. The Committee could not agree on the proposed amendment to its TORs and agreed to circulate the
revised proposed amendment to point “c” of its TORs for comments and further consideration at its
21% Session (see Appendix I1).

DRAFT AND PROPOSED DRAFT MRLsFOR VETERINARY DRUGS (Agenda Items 6a and 6b)°
DRAFT MRLSFOR VETERINARY DRUGS (Agenda | tem 6a)
Narasin

42. The Secretariat recalled that at its 19" Session the Committee had forwarded the draft MRLs for
narasin in pig tissues to the 34™ Session of the Commission for adoption at Step 8. The temporary draft
MRLs in cattle tissues had been retained at Step 7 for further consideration in light of the JECFA assessment
of the analytical method (ref. REP11/RVDF, para. 43).

" REP 11/RVDF App. VIII and CL 2010/47-RVDF, part C point 4; CX/RVDF 12/20/5 (Comments of Japan and
Uruguay); CX/RVDF 12/20/5 Add.1 (Comments of European Union, Iran, Kenya, Philippines, United States of
America and IACFO); CX/RVDF 12/20/5 Add.2 (Comments of Thailand); CRD 6 (Comments of Ghana and Nigeria);
CRD 17 (Comments of Peru); CRD 19 (Comments of South Africa); CRD 20 (Comments of Indonesia); CRD 23
(Comments of Republic of Korea)

® REP 11/RVDF App. IV; CX/RVDF 12/20/6; CX/RVDF 12/20/6 Corrigendum; CX/RVDF 12/20/6 Add.1 (Comments
of Australia, Brazil, Canada, Chile, Colombia, Costa Rica, Iran, Kenya, Philippines and IACFO); CX/RVDF 12/20/6
Add.2 (Comments of Kenya, Thailand and IFAH); CRD 7 (Comments of Egypt, European Union, Ghana and Nigeria);
CRD 19 (Comments of South Africa); CRD 23 (Comments of Republic of Korea); CRD 27 (Comment of IFAH)
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43. The JECFA Secretariat informed the Committee that the 75" JECFA had concluded that the new
analytical method considered was suitable for regulatory purposes to determine residues in cattle tissues and
had recommended full MRLs for cattle tissue and the withdrawal of the temporary MRLSs.

44. In view of the 75" JECFA’s recommendation, the Committee agreed to revise the draft MRLs for
narasin in cattle tissues as full MRLs and to forward them to the 35" Session of the Commission for adoption
at Step 8.

45.  The Delegations of the European Union and Norway expressed their reservation to this decision, as
narasin is used in cattle for growth promotion and such use of growth promoters is not authorised in their
countries.

46. The Committee agreed to remove “production aid” from the description of the drug; the same change
also applied to monensin.

PROPOSED DRAFT MRLSFOR VETERINARY DRUGS (Agenda Item 6b)
Amoxicillin

47. The JECFA Secretariat informed the Committee that the 75" JECFA had established an ADI of 0-0.7
ug/kg bw on the basis of microbiological effects and had recommended MRLs for amoxicillin in cattle,
sheep and pig tissues.

48. The Committee endorsed these recommendations and agreed to forward the proposed draft MRLs for
amoxicillin to the 35™ Session of the Commission for adoption at Step 5/8.

49. The Committee considered a proposal of an Observer to add information on the WHO classification of
drugs as important antimicrobial (IA), highly important antimicrobial (HIA), or critically important
antimicrobial (CIA) to human medicine to the presentation of the Codex MRLs (next to the name of the
veterinary drug). The Committee did not accept this proposal noting that Codex had developed specific
guidance on antimicrobial resistance and that the association of this information to Codex MRLs was not
necessary and could generate confusion. It was also noted that the WHO List was frequently updated, leading
to difficulties in updating the related information in Codex texts. The JECFA Secretariat informed the
Committee that reference was already made to this WHO classification in JECFA reports.

Apramycin

50. The JECFA Secretariat informed the Committee that the 75™ JECFA had considered that
microbiological effects were more appropriate than toxicological effects for the establishment of an ADI for
apramycin and had, therefore, established an ADI of 0-30 ug/kg bw on the basis of the data for disruption of
the colonization barrier. The 75" JECFA had recommended temporary MRLs of 5 pg/kg in cattle and
chicken kidney, measured as apramycin, based on statistical approaches. Because of data limitations, the
Committee was unable to recommend MRLSs in species and tissues other than cattle and chicken kidney.

51. Delegations which intervened did not support the recommended temporary MRLs because: it was
necessary to have full information on metabolism and distribution of residues in all tissues before MRLs
could be determined; MRLs in kidney only did not provide a useful tool for residue control; and the
proposed MRLs were too high. The Committee noted that, since the MRLs for apramycin were temporary,
they would be included in the Call for Data for a future JECFA meeting.

52. Inview of the above discussion, the Committee agreed to hold the proposed draft MRLs at Step 4 until
JECFA could consider additional data and complete the evaluation.

Derquante

53. The JECFA Secretariat informed the Committee that the 75" JECFA had established an ADI of 0-0.3
ug/kg bw by applying an uncertainty factor of 300, using the default uncertainty factor of 100 and an
additional uncertainty factor of 3 to account for setting the ADI on the basis of a LOAEL (lowest-observed-
adverse-effect-level) instead of a NOAEL (no-observed-adverse-effect-level), and that it might be possible to
refine the ADI with additional studies. The 75" JECFA had recommended MRLs for derquantel in sheep
tissues and did not recommend a MRL for sheep milk, as no data was submitted and no MRL had been
requested.
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54.  One Delegation expressed concern as to the ratio of the marker residue to total radioactive residues
used by JECFA in the calculation of the dietary intake. In this regard, the Observer of IFAH drew the
attention of the Committee to CRD 27, which contained a proposal for an alternative approach to the
derivation of the MRLs. The Observer proposed that the Committee consider lower MRLSs.

55. The JECFA Secretariat noted that the differences between the JECFA recommended MRLs and those
proposed by the Observer were due to differences in the interpretation of the residue data and, therefore, it
was necessary to reconsider the available data in light of the information provided to the Committee. The
importance to provide information on approved condition of use (e.g. label) to assist a further evaluation by
JECFA was emphasized. The Observer indicated that full label information had been provided to JECFA. In
addition, the Committee noted that the Observer had requested reconsideration of the ADI based on a
different interpretation of the existing data.

56. In view of the above discussion, the Committee agreed to hold the proposed draft MRLs
recommended by JECFA at Step 4 and to include derquantel in the priority list for re-evaluation by JECFA
to: (i) review the ADI in light of possible different interpretation of the toxicological database; (ii) review the
calculation of the marker to total radiolabel residue; and (iii) revise the recommended MRLs if appropriate
(see Agenda Item 9a).

Monensin

57. The JECFA Secretariat informed the Committee that the 75" JECFA had considered a new residue
depletion study for a new monensin formulation and, based on that study, had recommended a revised MRL
for cattle liver.

58. The Committee endorsed this recommendation and agreed to forward the proposed draft MRL for
monensin in cattle liver to the 35" Session of the Commission for adoption at Step 5/8, noting that it would
replace the current Codex MRL, adopted by the 32™ Session of the Commission.

M onepantel

59. The JECFA Secretariat informed the Committee that the 75" JECFA had established an ADI for
monepantel of 0-20 ug/kg bw and had recommended MRLs in sheep tissues.

60. Some Delegations expressed concern because the recommended MRLs were significantly lower than
those already established in some countries and could create trade problems. It was also noted that the
recommended MRLs were not consistent with the withdrawal time in some countries.

61. The Committee agreed to request that JECFA conduct a further evaluation of monepantel, taking into
account the concerns expressed by members and any additional information, which might be provided for
evaluation. The JECFA Secretariat reminded members of the importance to provide to JECFA information
on approved use, including dosage, MRLs and withdrawal times established by competent authorities, as part
of the dossier for evaluation. In this case the sponsor confirmed that the relevant data had been submitted to
JECFA.

62. The Committee discussed higher MRLs, which were in place in some countries, recognising that it
was in the purview of Codex, as risk managers, to modify the MRLs recommended by JECFA. However,
some Delegations did not consider advancing higher MRLs appropriate without an evaluation of their safety
by JECFA, in recognition of JECFA’s role as risk assessor for Codex.

63. In view of the above discussion, the Committee agreed to forward the proposed draft MRLs for
monepantel in sheep tissues to the 35™ Session of the Commission for adoption at Step 5 and to request
JECFA to evaluate the safety of the proposed higher MRLs in light of the information provided by the
Committee (see Agenda ltem 9a).

Other matters

64. The Committee noted that JECFA would endeavour to answer the questions concerning apramycin,
derquantel and monepantel prior to the 21* Session of the CCRVDF.



REP12/RVDF 8

Status of the Draft Maximum Residue Limitsfor Veterinary Drugs

65. Draft and proposed draft MRLs to be forwarded to the 35™ Session of the Commission for adoption at
Step 8; Step 5/8 and Step 5 are attached as Appendices Ill, IV and V. Proposed draft MRLs held at Step 4 are
attached as Appendix VI.

PROPOSED AMENDMENTS TO THE RISK ANALYSIS PRINCIPLES APPLIED BY THE CCRVDF
(Agenda Item 7a)°

66. The Secretariat recalled that the Committee at its 19" Session had considered a request of the
33" Session of the Commission to amend the Risk Analysis Principles applied by the CCRVDF to address
animal feed and that, as it had not been possible to finalize the amendments, had agreed to circulate the
proposed amendments for comments and consideration at the present Session (ref. REP11/RVDF, paras 9-
12).

67. Several Delegations were of the view that the additional wording to the “Scope” section was not
necessary, as veterinary drugs administered through feed were already in the purview of the work of the
CCRVDF. With regard to the proposed amendment to Section 3.1, several Delegations considered that the
additional wording was superfluous.

Conclusion

68. The Committee agreed that the proposed amendments to the Risk Analysis Principles applied by the
CCRVDF were not necessary.

PROPOSED REVISION OF THE RISK ANALYSIS PRINCIPLES APPLIED BY THE CCRVDF AND
THE RISK ASSESSMENT POLICY FOR THE SETTING OF MAXIMUM LIMITS FOR
RESIDUES OF VETERINARY DRUGSIN FOODS (Agenda Item 7b)*

69. The Delegation of the United States of America, on behalf of the three co-chairs of the physical
Working Group that met immediately prior to the Session, introduced the report of the Working Group, as
presented in CRD 2. The Delegation highlighted the key revisions to the Risk Analysis Principles Applied by
the CCRVDF and the Risk Assessment Policy for the Setting of Maximum Limits for Residues of Veterinary
Drugsin Foods, agreed to by the Working Group, as well as those issues on which the Working Group could
not reach agreement due to time constraints, in particular, paragraphs 3, 11 (10), 19 (18), 21 (20) and 27
(26)™. The Committee was also informed that the Working Group had agreed to the usefulness of the
“concern form”, but that further discussion was necessary on how this tool might be used to facilitate the
work of the Committee.

70. The Committee considered the revised proposal, in CRD 2, section by section and agreed with most of
the proposals. In addition to editorial amendments, the Committee made the following amendments or
comments.

2 —Partiesinvolved

71. The Committee agreed to delete paragraph 3, as it was not necessary to include the terms of reference
of the Committee in the Principles. The Committee further agreed to circulate for comments the new point (f)
together with the revised point (c) as previously discussed under item 5 (see Appendix I1).

°® REP11/RVDF App. II; CL 2010/47-RVDF, part C (point 3); CX/RVDF 12/20/7 (Comments of European Union, Iran,
Japan Uruguay and United States of America); CX/RVDF 12/20/7 Add.1 (Comments of Kenya); CRD 8 (Comments of
Ghana and Nigeria)

19 ex/RVDF 12/20/8; CX/RVDF 12/20/8 Add.1 (Comments of Australia, Brazil, Chile, Costa Rica, Kenya, Norway,
Philippines, Thailand, Consumers International and IACFQO); CRD 2 (Report of the physical Working Group on
revision of Risk Analysis Principles Applied by CCRVDF and the Risk Assessment Policy for the Setting of Maximum
Limits for Residues of Veterinary Drugs in Foods); CRD 9 (Comments of Egypt, European Union, Ghana and Nigeria),
CRD 22 (Comments of Brazil); CRD 26 (Comments of Argentina)

1 paragraph numbers correspond to the paragraph numbers of document CX/RVDF 12/20/8; when paragraph number
in the Appendix VII are different from paragraph number of document CX/RVDF 12/20/8, these are presented in italic
font in parenthesis
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3.1.2 Establishment of Priority List

72. The Committee agreed to amend the first bullet point to clearly indicate that a member proposing a
new veterinary drug for evaluation by JECFA should complete the template for information recommended
for consideration in the Priority List.

3.2 Consider ation of the Result of the Risk Assessment

73.  The Committee amended paragraph 21 (20) to more clearly distinguish between the JECFA process to
recommend a temporary MRL, as defined in EHC 240, and the Codex process where a temporary MRL
could enter the Step process, but not be advanced for adoption until JECFA had completed its evaluation.

3.3 Evaluation of Risk Management Options

74. The Committee noted that bullet point 4 and the last sentence of paragraph 27 (26) were rather
complex and needed to be simplified. Therefore, it was agreed to split bullet point 4 into two separate bullet
points. The new bullet point 5 was further amended for flexibility to take into account that risk management
guidance was necessary for veterinary drugs for which no ADI and/or MRL could be established because of
human health concerns.

75. The Committee further agreed to delete the first sentence of the last paragraph as it was already
addressed by the new bullet point 5.

Risk Assessment Policy for Residues of Veterinary Drugsin Foods
76. The Committee agreed to the proposed revision of the title of the document.

77. The Committee agreed to amend paragraph 2(a) to refer also to acute reference doses (ARfD) as
another output of the JECFA risk assessment process. This amendment was also made to subsequent
paragraphs, as appropriate.

78. The Committee agreed to amend paragraph 5 by replacing “safety” with “compliance” in line with the
Guidelines for the Design and Implementation of National Regulatory Food Safety Assurance Programmes
Associated with the Use of Veterinary Dugs in Food Producing Animals (CAC/GL 71-2009) and replacing
“carcasses” with “food of animal origin” as more accurate.

Conclusion

79. The Committee noted that considerable progress had been made on the revision of the principles and
risk assessment policy and that no outstanding issues remained. Therefore, it agreed to advance the document
for adoption by the 35" Session of the Commission.

Concern Form

80. The Committee agreed that further work was needed on the “concern form” and agreed to establish an
electronic Working Group, led by Brazil and co-chaired by Australia, open to all Members and Observers
and working in English only, to further develop the scope of the “concern form”, the procedure policy for its
use and its format, for circulation for comments and consideration by the next Session. The Working Group
was also requested to take into account the work of CCPR in this regard, while noting that the scope of the
concern form for CCRVDF should not be limited to the scope of the concern form agreed in CCPR.

81. In order to facilitate discussion and progress on the document, the Committee further agreed to
establish a physical Working Group, co-chaired by Brazil and Australia, open to all Members and Observers
and working in English, French and Spanish, which would meet immediately before its next Session, to
consider comments received and prepare proposals for consideration by the Plenary.

82. The Committee further noted that the CCGP, in relation to its discussions on standards held at Step 8,
had agreed to establish a facilitated discussion group that would identify and consider root causes of holding
standards at Step 8 and that a summary report of their discussions would be made available (ref. REP12/GP,
para. 19). The Committee noted that this summary report could be useful in discussions on the “concern
form” in CCRVDF.
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Status of the proposed revison of Risk Analysis Principles Applied by the CCRVDF and the Risk
Assessment Palicy for the Setting of Maximum Limits for Residues of Veterinary Drugsin Foods

83. The Committee agreed to advance the proposed revision of the Risk Analysis Principles Applied by the
CCRVDF and the renamed Risk Assessment Policy for Residues of Veterinary Drugs in Foods to the
35" Session of the Commission for adoption and inclusion in the Procedural Manual (see Appendix V11).

PROPOSED DRAFT SAMPLING PLANS FOR RESIDUE CONTROL FOR AQUATIC ANIMAL
PRODUCTS AND DERIVED EDIBLE PRODUCTS OF AQUATIC ORIGIN (TABLE C, ANNEX B
OF CAC/GL 71-2009) (Agenda Item 8a)*

84. The United States of America introduced the report of the in-session Working Group established under
Agenda Item 1, as presented in CRD 29.

85. The Delegation recalled that the Working Group had been tasked with the revision of the proposed
sampling plan to address the written comments submitted.

86. The Delegation explained that the Working Group agreed to use the table presented by Thailand, in
CRD 10, as a starting point because it was consistent with the existing Tables A and B in CAC/GL 71-2009
in its presentation of aquatic animal products, as a commodity.

87. The Working Group had modified the Table, as proposed by Thailand, with the goal of preparing a
plan that would retain flexibility for competent authorities while increasing clarity regarding sampling.

88. The Delegation highlighted some of the changes made in the proposed table, such as:

e changing “minimum quantity required for laboratory sample” to “recommended quantity required for
laboratory sample”,

o use of the term “sufficient” over “specific number of samples” to give competent authorities flexibility
in determining appropriate sampling; and

o exclusion of the footnote that had been proposed by the electronic Working Group, because CAC/GL
71-2009 included all information needed on sampling.

89. The Committee considered the sampling plan, as presented in CRD 29, and agreed with the proposal
but made two additional amendments, as follows:

e under the “instruction for collection” column for bulk fish, “muscle” was changed to “edible tissue” as
more correct; and

e in the last row of the Table, B “fish flour and meal” was deleted, as Codex veterinary drug residue
control was focused on primary products for human consumption.
Status of the Proposed Draft Sampling Plans for Residue Control for Aguatic Animal Products and
Derived Edible Products of Aquatic Origin (Table C, Annex B of CAC/GL 71-2009)

90. The Committee agreed to advance the proposed draft Sampling Plans to the 35" Session of the
Commission for adoption at Step 5/8 (see Appendix VIII).

PROPOSED DRAFT GUIDELINES ON PERFORMANCE CHARACTERISTICS FOR MULTI-
RESIDUESMETHODS (APPENDIX TO CAC/GL 71-2009) (NO1-2011) (Agenda | tem 8b) **

91. The Secretariat recalled that at its 19™ Session the Committee had agreed to propose new work on the
revision of the Guidéines for the Design and I mplementation of National Regulatory Food Safety Assurance

12 CX/RVDF 12/20/9; CX/RVDF 12/20/9 Add.1 (Comments of Brazil, Chile, Costa Rica, Kenya, Mexico, Philippines
and United Kingdom); CX/RVDF 12/20/9 Add.2 (Comments of Norway); CRD 10 (Comments of Egypt, European
Union, Ghana and Thailand); CRD 20 (Comments of Indonesia); CRD 25 (Comments of Canada); CRD 29 (Report of
the in-session Working Group on the revision of the sampling plans for control of aquatic animal products and derived
products of aquatic animal origin)

13 CX/RVDF 12/20/10; CX/RVDF 12/20/10 Add.1 (Comments of Australia, Brazil, Chile, Costa Rica, Kenya,
Philippines and United States of America); CRD 11 (Comments of Egypt, European Union, Ghana and Nigeria);
CRD28 (Comments of Thailand)
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Programmes Associated with the Use of Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009)
to include an Appendix on performance criteria for multi-residues analytical methods for veterinary drugs
and to establish an electronic Working Group, chaired by Canada and the United Kingdom, to: (i) prepare the
proposed draft Appendix; and (ii) consider opportunities to facilitate communication with IAEA on the
development of the database on analytical methods and reference standards (ref. REP11/RVDF, para. 66).

92. The Delegation of the United Kingdom, before presenting the outcomes of the in-session Working
Group (ref. Agenda Item 1) recalled that the electronic Working Group, when developing the proposed draft
guidelines, had found that performance characteristics of multi-residues methods did not substantially differ
from those of single residue methods and that the differences were very few. In view of this, the proposed
draft Guidelines contained a number of duplications with the guidelines for single-residue methods included
in CAC/GL 71-20009.

93. The Delegation explained that the in-session Working Group had discussed the similarities and
highlighted the differences of the performance characteristics of single and multi-residues methods, but, due
to time constraints, could not revise the proposed draft Guidelines for consideration of the Plenary. The in-
session Working Group considered that the further development of the document, as an Appendix to
CAC/GL 71-2009, would result in a simpler and shorter guidelines and recommended establishing an
electronic Working Group to revise the document and remove text, which duplicates text already present in
CAC/GL 71-2009. It was also recommended that the guidelines include a generic validation protocol for
multi-residues methods. The in-session Working Group also recommended that it was premature to consider
the need for an Expert Consultation on validation of multi-residues methods at this time.

94. Delegations supported the recommendations of the in-session Working Group. One Delegation
proposed to add to the task of the electronic Working Group guidance on field test Kits and screening
methods to respond to the need of rural areas; and guidance on the evaluation of regional laboratories.

95. The Delegation of the United Kingdom thanked the FAO/IAEA Joint Division for the development of
the database on analytical methods, which responds to the need of countries to have access to analytical
methods and relevant information. In this regard, the Representative of the Joint Division of the FAO/IAEA
encouraged countries to provide information on analytical methods for inclusion in the database and noted
the positive response of delegates that had attended the presentation on the database. The Representative
informed the Committee that the database would soon be made publicly available and encouraged countries
to submit validated analytical methods, including screening/quantitative or confirmatory, multi-residues as
well as single analyte methods and information on standard operating procedures (SOP) and any relevant
information, such as validation data and sources of reference standard materials.

96. The Committee also agreed to forward to the FAO/IAEA Joint Division the “Compendium of Methods
of Analysis as Suitable for Support to Codex MRLs”, currently available on the Codex website™, for their
consideration for inclusion in the database.

Conclusion

97. The Committee agreed to establish an electronic Working Group, chaired by Canada and the United
Kingdom, open to all Members and Observers and working in English only, to revise the proposed draft
Guidelines on performance characteristics for multi-residues methods and develop a generic validation
protocol of these methods for consideration at its next Session. The Committee noted that active participation
of Members and Observers in the Working Group was essential to ensure that this work could be completed
by the next Session of the Committee, as scheduled.

98. In order to facilitate discussion and the finalization of the proposed draft Guidelines, the Committee
further agreed to establish a physical Working Group, co-chaired by Canada and the United Kingdom, open
to all Members and Observers and working in English, French and Spanish, which would meet immediately
before its next Session, to consider comments received and prepare a revised proposed draft Guidelines for
consideration by the Plenary.

Y http://www.codexalimentarius.net/vetdrugs/data/ MAS-RVDF_2006_e.pdf
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Status of the Proposed draft Guidelines on Performance Characteristics for Multi-residues M ethods
(Appendix to CAC/GL 71-2009) (N01-2011)

99. The Committee agreed to return the proposed draft Guidelines to Step 2 for revision by the above
electronic Working Group, circulation for comments at Step 3 and consideration by the next Session of the
Committee. The scope of the Guidelines would be broadened to also include a generic validation protocol for
multi-residues methods.

DRAFT PRIORITY LIST OF VETERINARY DRUGS REQUIRING EVALUATION OR RE-
EVALUATION BY JECFA (REPLIESTO CL 2010/50-RVDF) (Agenda I tem 9a) '

100. The Delegation of Australia, Chairperson of the physical Working Group that met immediately prior
to the Session, introduced the report of the Working Group, as presented in CRD 3.

101. The Committee noted that the Working Group had considered all the requests received in reply to CL
2010/50-RVDF and:

o recommended to include in the priority list for evaluation by JECFA: gentian violet; lasolacid; and
phenylpyrazole;

e identified some gaps in the request of Chile for the inclusion in the Priority List of flumequine,
emamectin benzoate and oxolinic acid, as no information was provided on data availability and the
exact nature of the request;

e could not achieve consensus as to the inclusion of zilpaterol hydrochloride, which met the criteria for
inclusion in the Priority List of Veterinary Drugs Requiring Evaluation or Re-evaluation by JECFA
(“Priority List™), but for which there was no agreement as to its inclusion in the Priority List;

102. The Delegation further recalled that, as result of the discussion under Agenda Item 6, the Committee
had agreed to add three other veterinary drugs to the Priority List, namely: apramycin; monepantel; and
derquantel (see Agenda Item 6b).

103. The Working Group had also recommended: to forward the Priority List to the 35" Session of the
Commission for approval; to solicit Members to submit all the requested information, when proposing
veterinary drugs for inclusion in the Priority List; and to establish a physical Working Group, to meet
immediately prior to its next Session, to consider proposals for inclusion in the Priority List.

104. The Committee discussed the recommendations of the Working Groups as follows:
Gentian violet; Lasolacid; and Phenylpyrazole

105. The Committee agreed to the recommendations of the Working Group on the inclusion in the priority
list of gentian violet, lasolacid and phenylpyrazole.

Flumeguine; Emamectin benzoate; and Oxolinic acid

106. The Delegation of Chile explained that they had not been able to provide all requested information but
they were committed to provide this information at the 21% Session of the Committee. The Delegation also
clarified that their proposal was to request JECFA to recommend MRLs for flumequine, emamectin benzoate
and oxolinic acid in salmon and trout tissues.

107. The Committee noted that JECFA had already evaluated flumequine and oxolinic acid and that
emamectin benzoate was included in the Database on the Need for MRLs for Developing Countries (see
Agenda Item 9b). The JECFA Secretariat also clarified that, when submitting proposals for inclusion in the
Priority List, only a clear commitment to provide all relevant data would be needed, but not the data itself.
These should be submitted to the JECFA Secretariat in response to a public Call for Data.

108. With regard to emamectin benzoate, the Observer of IFAH said that they would consult with the
sponsor and confirm the availability of the requested data by July 2012. In view of this, the Committee

5 CL 2010/50-RVDF; CX/RVDF 12/20/11 (Comments of Canada, Chile and Costa Rica); CX/RVDF 12/20/11 Add.1
(Comments of Kenya and United States of America); CRD 2 (Report of the physical Working Group on Priorities);
CRD 23 (Comments of Republic of Korea)
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agreed to include emamectin benzoate in the Priority List, pending confirmation of the availability of data by
July 2012.

109. The Committee agreed to include flumequine and oxolinic acid in the Priority List for consideration at
its next Session (see Appendix 1X, Part C).

Zilpaterol hydrochloride

110. The Committee discussed this matter and could not reach consensus and, therefore, decided to request
advice and direction from the Commission regarding the appropriate steps to take regarding making a
decision whether or not to include a veterinary drug in the Priority List, noting the following points that were
raised during the discussion:

e aproposed veterinary drug, zilpaterol, had met the criteria for inclusion in the Priority List for JECFA
evaluation;

e the Committee was sharply divided and could not reach consensus on a decision on whether or not to
include the veterinary drug (zilpaterol) in the Priority List for JECFA evaluation;

o several Delegations strongly objected to the inclusion of zilpaterol in the Priority List. These
Delegations mentioned the following: the substance was similar to another beta-agonist: ractopamine,
for which the draft MRLs have been kept at Step 8 for several years in the absence of consensus for
their adoption; the 66" Session of the Executive Committee identified the critical funding situation for
scientific advice for food safety and nutrition; the shortfall of FAO and WHO budget for scientific
advice would negatively affect the Codex work. In the view of these Delegations, initiating a Codex
process for developing MRLs for another similar type of beta-agonist would be a waste of resources of
both JEFCA and the Committee as it was clear that there would be no consensus for their
advancement. Under these circumstances, the inclusion of zilpaterol in the Priority List would not
comply with the fundamental prerequisite for any new Codex work, i.e., the prospect of completing
the work within a reasonable period of time; these Delegations urged the Committee to concentrate its
efforts on several important issues on its agenda where consensus was achievable and, therefore,
significant progress was possible;

o these Delegations highlighted both their views regarding animal welfare and consumers concerns and
it was also mentioned that JECFA could provide advice directly to Member countries;

e another Delegation wanted resolution of questions surrounding ractopamine residues before putting
zilpaterol on the Priority List and urged the development of MRLs for offal tissues should the
Commission decide to put zilpaterol on the Priority List;

e several other Delegations strongly supported the inclusion of zilpaterol in the Priority List, noting that
the protection of the health of consumers was the primary objective of Codex, and that, according to
FAO, the number of undernourished people in the world remained unacceptably high and world food
production had to increase substantially. These Delegations highlighted the importance of the
development of safe technologies that aim to provide food at affordable prices. The starting point to
take any decision about the safety of a veterinary drug intended to be used for food producing animals
was to have its risk assessment done, and zilpaterol had met all the procedural criteria established by
the CCRVDF to be included in the Priority List. There was no point in delaying this inclusion while
the CCRVDF and many Codex members waited for a final decision about other standards held at Step
8 at the Commission, since it was not science that held these standards from adoption. Noting that
zilpaterol had its use already approved in several countries around the world, the request for the
scientific evaluation of this compound by JECFA should not be blocked at this Committee;

e one Delegation noted that if another JECFA meeting were held the evaluation of zilpaterol could be
accommodated;

e one Observer noted that there was no indication of animal welfare issues related to zilpaterol;

e the Delegations supporting addition of the veterinary drug in the Priority List contended that the basis
for support or opposition should be science-based and, as such, JECFA should be requested to
evaluate submitted data and provide a scientific risk assessment to CCRVDF in order for the
Committee to discuss risk management recommendations; and
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o several Delegations added the importance of having a risk assessment by JECFA to guide national
authorities risk management mitigations in the absence of Codex adopted standards.

111. The Committee further noted that the Procedural Manual addresses the procedures to be followed in
the section entitled “Risk Analysis Principles Applied by the Codex Committee on Residues of Veterinary
Drugsin Foods”; in particular, Section 3.1 “Preliminary risk management activities” (paragraphs 12 through
18). Specifically, paragraph 16 states “The CCRVDF considers the preliminary risk profile and makes a
decision on whether or not to include the veterinary drug in the priority list.”; paragraph 17 states: “The
CCRVDF considers these recommendations {the recommendations of the Priorities Working Group} before
agreeing on the priority list, taking into account pending issues such as temporary Acceptable Daily Intakes
(ADIs) and/or MRLs.” The Procedural Manual was silent on the criteria that should be used by CCRVDF in
making this decision other than to consider the preliminary risk profile.

112. Therefore, the Committee requested guidance from the Commission on the factors that should be
considered in making this decision.

113. In addition, the CCRVDF requested guidance from the Commission as to whether the concerns noted
above should be considered before or after the risk assessment evaluation by JECFA. Currently, the
CCRVDEF begins its work on developing risk management measures regarding MRLs after the completion of
the JECFA risk assessment and the recommendations for MRLs were circulated for comment at Step 3.

114. The CCRVDF noted that the guidance sought from the Commission might have impact on other
Codex Committees” work and, as such, requested advice and direction with a broader view to the varied
work of the Codex Alimentarius Commission.

Ivermectin

115. The Committee recalled that at its 19" Session, it had included ivermectin in the Priority List and that
no data and information had been submitted to the JECFA Call for Data for its 75" meeting. It was noted that
ivermectin was an old compound, registered in many countries and that there was little interest of the
pharmaceutical industry to provide data for this veterinary drug. It was also noted that information on
ivermectin was available in the public domain that might allow its re-evaluation by JECFA.

116. Noting the offer of the Delegation of Brazil to undertake a search of relevant information on
ivermectin for submission to JECFA, the Committee agreed to include ivermectin in the Priority List for
consideration at its next Session (see Appendix 1X, Part C).

Conclusion

117. The Committee agreed to forward the Priority List of Veterinary Drugs for Evaluation or Re-
evaluation by JECFA to the 35" Session of the Commission, as attached in Appendix IX (Part A).

118. With regard to zilpaterol (Appendix IX, Part B), in the absence of consensus, the Committee requested
the Commission to provide guidance, as requested above, and in doing so, to either adopt the new work by
including the veterinary drug zilpaterol hydrochloride in the Priority List for JECFA evaluation or to exclude
the veterinary drug, zilpaterol hydrochloride, from the Priority List for JECFA evaluation.

119. The Committee also agreed to establish a physical Working Group, chaired by Australia, open to all
Members and Observers and working in English, French and Spanish, which would meet immediately before
its next Session, to consider the replies to the Circular Letter requesting comments and information on the
Priority List of Veterinary Drugs requiring Evaluation or Re-evaluation by JECFA.

120. The JECFA Secretariat highlighted again that financial resources to hold a JECFA meeting to address
the requests from the Committee were not secured; hence it was not clear that a meeting could actually be
scheduled, especially in time for the next Session of the Committee.

DATABASE ON NEED FOR MRLSFOR DEVEL OPING COUNTRIES (Agenda | tem 9b) ¢

121. The Delegation of Australia introduced the recommendations of the physical Working Group on
Priorities, as presented in CRD 3, which had considered the database on the need for MRLs for countries.
The Delegation recalled that the database had been prepared by an electronic Working Group, established by

16 CX/RVDF 12/20/12; CRD 12 (Comments of Kenya and Philippines); CRD 20 (Comments of Indonesia)
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the 19" Session of the Committee to: (i) continue developing and maintain the database; (ii) identify data
gaps and sources of data; and (iii) solicit support and identify potential sponsors to allow the inclusion in the
“Priority List of Veterinary Drugs of Interest for Developing Countries” (ref. REP11/RVDF para. 87).

122. The Delegation noted that the electronic Working Group could not clarify data availability of many
veterinary drugs. However, the electronic Working Group could identify three veterinary drugs of common
interest to many countries, namely: bacitracin, enrofloxacin and florfenicol and could now try to identify
relevant data required to recommend additional MRLSs.

Conclusion

123. The Committee endorsed the recommendations of the Working Group and agreed to re-establish the
electronic Working Group, chaired by the United States of America, open to all Members and Observers and
working in English only, to: (i) continue its work on the database; (ii) clearly identify country requirements
taking into account what had already been done by JECFA, and (iii) identify data needs and define the exact
request (e.g. MRLs species and tissues) for the three veterinary drugs of common interest to many countries,
namely: bacitracin, enrofloxacin and florfenicol.

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 10)*

124. The Delegation of the European Union introduced the report of the electronic Working Group, as
presented in CX/RVDF12/20/13, and informed the Committee that some risk management recommendations
had been formulated for eight veterinary drugs of public health concern. The Delegation informed the
Committee that, in developing its recommendations, the Working Group had taken into account the principle
that veterinary drugs that are both genotoxic and carcinogenic would in general not be considered acceptable
for use in food-producing animals. In taking into account this principle, some members of the Working
Group were of the opinion that genotoxic and carcinogenic veterinary drugs should not be allowed for use in
food-producing animals, while other members were of the opinion that such a decision was too restrictive
and could create trade barriers and rule out other effective options for risk management. The Delegation
noted that the diverging views were reflected in the recommendations of the Working Group, which provided
alternative risk management recommendations (Option A and Option B) for each veterinary drug for the
Committee to consider. Option A indicated that a veterinary drug should not be used in food-producing
animals, whereas Option B provided guidance on what competent authorities should consider when making
risk management decisions.

125. The Committee had a general discussion on the recommendations of the Working Group.

126. Several Delegations and an Observer supported Option A for the different veterinary drugs proposed
and reiterated the point that the veterinary drugs included in the recommendations were known carcinogens
or genotoxins; that no safe levels could be set for these substances; that these veterinary drugs had been
banned in many countries; and that other safer veterinary drugs were available for use. Furthermore, several
Delegations supported Option A because of its clarity and some Delegations considered Option B to be
technically too complex to manage.

127. Several other Delegations and an Observer were of the opinion that Option A in some instances was
too restrictive and that risk management decisions should be left to national authorities; it was also pointed
out that alternative veterinary drugs were not always available.

128. In relation to the veterinary drugs for which recommendations had been developed, it was noted that
not all of these had been fully evaluated by JECFA. A Delegation, referring to their comments in CRD 21,
proposed to initially consider risk management options for the four veterinary drugs (chloramphenicol,
malachite green, carbadox and furazolidone) based on the fact that JECFA had identified clear human health
concern on their genotoxicity and/or carcinogenicity and the fact that JECFA had completed an evaluation
for each of them. This view was supported by several other Delegations.

7 CX/RVDF 12/20/13; CRD 13 (Comments of Egypt, European Union, Kenya, Nigeria, Philippines and IACFO); CRD
21 (Comments of Japan); CRD 23 (Comments of the Republic of Korea); CRD 31 (Project Document); CRD 32 (Risk
Management Recommendations for chloramphenicol and malachite green)
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129. The Committee, noting that risk management guidance was necessary, especially to guide national
authorities, considered a proposal by the Chairperson to develop a code of practice or recommendations for
those veterinary drugs already evaluated by JECFA. The code/recommendation could include a summary of
the JECFA findings, concerns and risk management recommendations.

130. Some Delegations proposed to develop risk management recommendations for all the eight veterinary
drugs, as they were known carcinogens or genotoxins. It was noted that JECFA reviews of some of these
veterinary drugs were conducted quite a number of years ago and that additional relevant information might
be available for assessment by JECFA, if a clear guidance could not be provided from the existing JECFA
recommendations.

131. With regard to stilbenes, the JECFA Secretariat informed the Committee that stilbenes were known
human carcinogens and known for their persistence in food animals. The Representative further informed the
Committee of the recent IARC (International Agency for Research on Cancer) monograph reviewing all
relevant data on diethylstilbestrol (DES). Although the IARC monograph was not a risk assessment but a
hazard classification, it presented an authoritative review of the latest scientific knowledge related to the
carcinogenicity. The Representative urged the Committee to also consider developing risk management
recommendations for stilbenes in light of its clear health concern and, on an exceptional basis, use the recent
IARC monograph, as basis for the recommendations, instead of a JECFA risk assessment.

132. In view of the general agreement to start new work on risk management recommendations for the
eight veterinary drugs, the Committee agreed to establish an in-session Working Group, led by the European
Union, to prepare a project document for new work and develop risk management recommendations for
some of these substances for consideration in Plenary.

133. The Delegation of the United States of America objected to developing risk management
recommendations for veterinary drugs that had not been fully evaluated by JECFA.

Conclusion

134. The Committee considered the project document (CRD 31) and the risk management
recommendations for chloramphenicol and malachite green (CRD 32) prepared by the Working Group and
agreed to forward the project document to the 35" Session of the Commission for approval as new work (see
Appendix X).

135. The Committee agreed with the proposed risk management recommendations for chloramphenicol and
malachite green and further agreed, when the new work is approved by the Commission, to circulate these
risk management recommendations for comments at Step 3 and consideration by the next Session.

136. The Committee considered the remaining six veterinary drugs for which risk management
recommendations were to be developed and agreed that they should be carefully considered. The Committee
further noted that separate risk management recommendations should be developed for the two nitrofurans
(nitrofurazone): furazolidone and nitrofural, that had been evaluated by JECFA and for each of the four
nitroimidazoles: dimetridazole, ipronidazole, metronidazole and ronidazole.

137. The Committee agreed to establish an electronic Working Group, led by the European Union, open to
all Members and Observers and working in English only, to develop further risk management
recommendations for carbadox, the two nitrofurans, chlorpromazine, stilbenes, olaquindox and the four
nitroimidazoles, for circulation for comments at Step 3 and consideration by the next Session, pending
approval of the new work by the Commission.

138. It was further agreed that the Working Group would also be tasked with reviewing the JECFA
assessments when developing the risk management recommendations for the above-mentioned veterinary
drugs, and if it determines that additional data were available, a request could be made through the
Committee to JECFA to evaluate these data.
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DISCUSSION PAPER ON THE POLICY FOR THE ESTABLISHMENT OF MRLS OR OTHER
LIMITSFOR HONEY (Agenda |tem 11)*®

139. The Delegation of the United Kingdom introduced the report of the electronic Working Group, as
presented in CX/RVDF 12/20/14, and informed the Committee that a draft Risk Assessment Policy for the
Establishment of MRLs or other Limits for Honey had been developed for consideration by the Committee.
The Delegation informed the Committee that, in the development of the draft policy, the Working Group had
taken into account approaches by national authorities. From the data collected it had become clear that there
were similarities between national authority approaches and that most found it impractical to set withdrawal
periods for treatments and, therefore, applied “zero days” withdrawal period after bee treatment before honey
flow commences. However, maximum residue limits or other limits might also be applied to honey.

140. The Delegation further noted that there was overlap with the work on extrapolation of MRLs to
additional species and tissues (see Agenda Item 12), that the Working Group had closely followed the work
of the Working Group on extrapolation and that the Committee should further discuss the extrapolation of
MRLs to honey. The JECFA Secretariat expressed concern with the terminology being used in the policy
document and in the discussion document on extrapolation and indicated that “extrapolation”, as used in the
policy for honey, was not the same as “extrapolation” used in the discussion paper on extrapolation of MRLs
to additional species and tissues, and that this could cause confusion.

141. The Delegation advised that the United Kingdom is currently conducting a trial of the protocol
outlined in Annex 2, paragraph 11. The United Kingdom would welcome participation in their trial by Codex
members to ensure it fully takes into account different honey bee husbandry practice and regional climatic
differences, amongst others.

142. The Delegation proposed that the draft Risk Assessment Policy, in Annex 2 of CX/RVDF 12/20/14,
should be submitted to JECFA for consideration and that at the next Session, based on the comments from
JECFA, the Committee proceed with development of the policy for inclusion in the Procedural Manual.

143. The Committee considered the draft Risk Assessment Policy, as developed by the Working Group. In
general there was agreement that the draft policy should be forwarded to JECFA for consideration and
comments, before proceeding with its further development. However, it was noted that the document was
not appropriate for inclusion in the Procedural Manual in its current form and would need to be revised to
make it more specific as a policy document.

144. 1t was noted that information in paragraphs 11 and 12 was not appropriate for a policy document and
related more to trial design, which could be relevant to the work of other bodies, other than Codex. The
Committee noted that the VICH was considering work on honey but had agreed to postpone any further work
in view of the work in CCRVDF, to avoid any overlap. The Committee agreed that VICH could consider the
information on trial design in any of their future work and urged members to ensure consideration of the
information by VICH.

145. Further noting that the document contained very detailed technical information more relevant as
guidance to national authorities, the Committee considered whether to also develop a guideline for
governments on the establishment of MRLs or other limits for honey. A Delegation proposed that these
guidelines should be an annex to CAC/GL 71-2009; be of a more general nature, not restricted to honey; and
should also include the extrapolation of MRLs. Another Delegation proposed that the guidelines also include
sampling protocols. Noting that sampling was already covered by the CAC/GL 71-2009, the Committee
agreed that no additional work on sampling was necessary.

Conclusion

146. The Committee agreed to request JECFA’s comments on the draft Risk Assessment Policy for
consideration by its next Session.

147. In view of the interest to develop guidelines on the establishment of MRLs or other limits for honey,
the Committee also agreed to establish an electronic Working Group, led by the United Kingdom, open to all
Members and Observers and working in English only, to consider the possibility to develop a guideline on

18 CX/RVDF 12/20/14; CRD 14 (Comments of Chile, European Union, Kenya and Philippines), CRD 23 (Comments of
the Republic of Korea), CRD 26 (Comments of Argentina)
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the establishment of MRLs or other limits and, if necessary, to prepare a project document for new work for
consideration by its next Session.

DISCUSSION PAPER ON EXTRAPOLATION OF MRLS TO ADDITIONAL SPECIES AND
TISSUES (Agenda Item 12) *°

148. The Delegation of Canada, Chair of the electronic Working Group on extrapolation, recalled the
mandate received from the 19™ Session to: (i) collate and summarise all the available national and regional
guidelines and documents and published literature pertinent to the extrapolation of MRLs; (ii) prepare a list
of substances with existing MRLs in a number of species/food matrices for which extrapolation is considered
necessary and make a proposal for prioritization; (iii) prepare recommendations for the CCRVDF to request
JECFA to consider whether EHC 240 provides sufficient guidance for JECFA to develop a scientific
framework for extrapolating MRLs between species and tissues, or whether additional scientific
considerations are required; and (iv) propose a potential risk analysis policy for use by CCRVDF when
considering extrapolating MRLSs.

149. The Committee noted the importance of this work and congratulated the Working Group for the
report. The Committee noted the information regarding national and regional guidelines and documents and
published literature pertinent to the extrapolation.

150. The Delegation, referring to CRD 30, highlighted some of the key issues that the Committee needed to
address: criteria for prioritization of compounds for inter-species MRLs extrapolation; questions to JECFA,
and risk analysis policy.

151. The Committee considered the three key issues as follows:
Criteriafor prioritization

152. With regard to the list of veterinary drugs proposed as priority for MRLs extrapolation
(CX/RVDF12/20/15, Appendices la and 2b), the Committee was of the opinion that at this stage it was
premature to consider the lists. In this regard, it was noted that the CCPR was also developing a policy for
extrapolation and that some of the MRLs established by the CCPR (for compounds that are both pesticides
and veterinary drugs) could be a source for some additional MRLs to address the need of countries.

Quesgtionsto JECFA

153. The Committee generally favoured forwarding the questions to JECFA, with exception of question 9
“Whether non-Codex MRLs (from member countries) could be used as supporting data for MRL
extrapolation”, which was within the purview of the Committee and could be considered in the development
of the risk analysis policy.

154. In this regard, the JECFA Secretariat informed the Committee that the topic of extrapolation was
discussed at the 75" JECFA and it was recommended to establish a JECFA electronic Working Group to
develop minimum criteria for information upon which to base extrapolation between food animals and
commodities. In this context it was timely to forward the questions on extrapolation to JECFA, however it
was cautioned that there were guestions, which might require data that were not be accessible to JECFA.

Risk analysis policy

155. The Committee agreed that it was important to request the comments of JECFA, as well as of
Members and Observers, on the proposed policy.

Conclusion

156. The Committee agreed not to consider the list of substance for the time being and to forward the
following questions to JECFA:

i. 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”);

19 CX/RVDF 12/20/15; CRD 15 (Comments of European Union and Kenya); CRD 23 (Comments of Republic of
Korea); CRD 28 (Comments of Thailand); CRD 30 (Comments of Canada)
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Vi.

Vii.

viii.

157.

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;

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.

whether it would be possible for JECFA to consider metabolism and pharmacokinetic data of non-food
animals (such as laboratory animals or humans), in addition to the data provided for major food
producing species. This might provide further evidence of a common route of metabolism within all
mammals for a given compound, and could be used to justify extrapolating MRLs for that compound
to all mammalian species. JECFA might also wish to consider the use of in vitro metabolic models for
certain compounds;

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 quantity) and the adequacy of the safety
factors already inherent in the establishment of MRLSs.

whether extrapolation could consider group MRLs for therapeutically/chemically related compounds.
More sophisticated approaches might need to be developed (e.g. predictive approaches using structure
activity relationships or in silico tools to predict ADME? properties) for its routine use;

whether extrapolation of MRLs from terrestrial species to fish could be considered:;

whether extrapolation of MRLs to honey would be feasible by using the most conservative MRL from
terrestrial animal tissues and applying an appropriate factor to account for uncertainties (MR/TR
ratio®, likely unsubstantial residue depletion other than some degradation in honey etc.) in
extrapolation and adjusting for food consumption values; and

whether JECFA could evaluate the feasibility of inter-tissue extrapolations within the same species.
However, due to limited experience in this area, it might be scientifically challenging.

The Committee agreed to forward the proposed Risk Analysis Policy on Extrapolation of MRLs of

Veterinary Drugs to Additional Species and Tissues to JECFA for advice.

158.

The Committee agreed: (i) to circulate the proposed Risk Analysis Policy on Extrapolation of MRLs

of Veterinary Drugs to Additional Species and Tissues (see Appendix X1) for comments; and (ii) to request
Members and Observers if the policy for honey should be incorporated in the policy on extrapolation.

159.

In order to facilitate its discussion at its next Session, the Committee agreed to establish a physical

Working Group, chaired by Canada, which would meet immediately prior to its Session and working in
English, French and Spanish, to revise the policy in light of the comments submitted and the advice by
JECFA, if available.

OTHER BUSINESS AND FUTURE WORK (Agenda Item 13)

160.

The Committee noted that there were no other matters added to its agenda.

20 absorption, distribution, metabolism and excretion
! marker residue:total residue ratio
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CCRVDF CURRENT PROBLEM SAND SOLUTIONS (Agenda | tem 13a)

161. The Chairperson recalled that the purpose of this Agenda Item was to have an open and informal
exchange of views on problems that the CCRVDF was currently facing and possible solutions to these
problems.

162. The Chairperson invited the Committee to comment regarding opportunities to improve the work of
the Committee and asked delegates to consider those things that the Committee does well and should
continue to do, those things the Committee should stop doing and those things the Committee should start
doing. The Delegations offered a number of comments including the following points:

additional work was needed to fix the process that results in standards being held at Step 8;

the Committee should continue to take every opportunity to expeditiously advance MRLs and codes of
practice for adoption at Step 5/8;

the Committee should strive to improve the clarity of the questions that are asked of JECFA,;

Delegations should explore ways to put forward dossiers for evaluation by JECFA when the
compounds were no longer held solely by a single firm and were more widely available in the generic
drug market;

the in-session Working Groups proved to be a useful method for achieving consensus on matters
before the Committee, resulting in more efficient use of the Committee’s time in Plenary;

several comments noted the significant progress achieved during this Session and the high level of
involvement of developing countries in the discussion;

communication between risk assessors (JECFA) and risk managers (CCRVDF) had markedly
improved collaboration leading to positive and productive interaction; and

this method of evaluating the Session was useful and should be continued.

DATE AND PLACE OF NEXT SESSION (Agenda |tem 14)

163. The Committee noted that its 21% Session was tentatively scheduled to be held in approximately
18 months’ time, subject to further discussion between the Codex and United States of America Secretariats.

22 CX/RVDF 12/20/16
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SUBJECT MATTER

STEP

ACTION BY:

DOCUMENT REFERENCE

(REP12/RVDF)
Draft Maximum Residue Limits for: 8 35" CAC Para. 65 and Appendix 111
- narasin (cattle tissues)
Proposed draft Maximum Residue Limits
for:
- amoxicillin (cattle, sheep and pig tissues 5/8 35" CAC Para. 65 and Appendix 1V
and cattle and sheep milk); and

- monensin (cattle liver)
Proposed draft Sampling Plans for Residue
Control for Aquatic Animal Products and th .
Derived Edible Products of Aquatic Origin 5/8 357 CAC Para. 90 and Appendix VIII
(Table C, Annex B of CAC/GL 71-2009)
Proposed revision of Risk Analysis
Principles applied by the CCRVDF and the For th .
Risk Assessment Policy for Residues of | adoption 357 CAC Para. 83 and Appendix VI
Veterinary Drugs in Foods
Proposed draft Maximum Residue Limits
for: 5 21" CCRVDF Para. 65 and Appendix V
- monepantel (sheep tissues)
Proposed draft Maximum Residue Limits
for: st .
- apramycin (cattle and chicken kidney) 4 21 CCRVDF Paras 52 and 56 and Appendix VI
- derquantel (sheep tissues)
Proposed draft Guidelines on Performance
Characteristics for Multi-residues Methods 23 e,f)JVr:/igz(‘gﬁ]naéjgn?;d Para. 99
(Appendix to CAC/GL 71-2009) (NO1- ' st g '

21" CCRVDF
2011)
Priority List of Veterinary Drugs Requiring th .
Evaluation or Re-evaluation by JECFA 123 357 CAC Para. 117 and Appendix X
Risk Management Recommendations for 351 CAC
Residues of Veterinary Drugs for which no e,pWGs (European
ADI and/or MRLs has been recommended 1,2,3 P Union) P Paras 134-138 and Appendix X
by JECFA due to Specific Human Health 21% CCRVDE
Concerns
Proposed amendments to the Terms of st .
Reference of CCRVDE - 21 CCRVDF Para. 41 and Appendix Il
Proposed “concern form” for the CCRVDF epWes (Brz_ml and
(format and policy procedure for its use) ) Australia) Paras 80-82

21" CCRVDF

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

pWG (Canada)
21% CCRVDF

Paras 158-159

Draft Priority List of Veterinary Drugs

pWG (Australia)

Requiring Evaluation or Re-evaluation by - s Para. 119

JECEA 21% CCRVDF

Database on countries’ needs for MRLs - eWG (Unlte(_j States of Para. 123
America)

Discussion Paper on Guidelines on the

Establishment of MRLs or other Limits in - eWG (United Kingdom) | Para. 147

Honey
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Ms Macarena HERNANDEZ MARQUEZ
Coordinador Tecnico

Consejo Mexicano de la Carne
Concepcion Beistegui No 15-501

03100 Mexico City

MEXICO

Tel: +525555897771

E-mail: coordinacion@comecarne.org

Mr Daniel PEREZ

Manager

INFARVET

Mexico City

MEXICO

Tel: +525557816216

E-mail: d.perez.payan@elanco.com

Ms Mildred Euridice VILLANUEVA MARTINEZ
Coordinador Tecnico

Consejo Mexicano de la Carne

Concepcion Beistegui No 13-501 Col. del Valle
03100 Mexico City

MEXICO

Tel: +525555897771

E-mail: mvillanu@sigma-alimentos.com

MOROCCO-MAROC-MARRUECOS

Mr Sami DARKAQUI
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: +5 37681351

Fax: +5 37682049

E-mail: darkaouisami@yahoo.fr

MOZAMBIQUE

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

Fax: +258 21475172

E-mail: carlamenezes786@teledata.mz

Ms Maria Luiz FERNANDES

Head of Fish Inspection Laboratory Department
Ministry of Fisheries/ Nat. Institute for Fish Inspections
Rua de Bagamoyo 143

Maputo

MOZAMBIQUE

Tel: +258 21 31 52 26/28

Fax: +258 21 31 52 30

E-mail: mluiz50@gmail.com

NETHERLANDS-PAYS-BAS-PAISESBAJOS

Mr Floris LEIJDEKKERS
Policy Officer

Ministry of Economic Affairs, Agriculture and Innovation

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@mineleni.nl
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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 MAJASAN

Deputy Director

Federal Ministry of Agriculture and Rural Development
FCDA Secretariat, Area 11, Garki, Abuja

NIGERIA

Tel: +234 8055 178 412

E-mail: demmyjash@yahoo.com

Mr Reuben AROWOLO

Professor of Pharmacology

Faculty of Veterinary Medicine
University of Ibadan

Ibadan

NIGERIA

Tel: +234 8033 705983

E-mail: rao_arowolo@hotmail.com

Ms Adeola OYELADE
Assistant Chief Regulatory Officer

National Agency for Food and Drug Administration and Control

3/4 Apapa — Oshodi Express Way
Oshodi, Lagos

NIGERIA

Tel: +234 8033 153073

E-mail: deolaoyelade@yahoo.com; oyelade.a@nafdac.gov.ng

Mr Abimbola ADEGBOYE
Assistant Director/Head, Codex Unit

National Agency for Food and Drug Administration and Control

NAFDAC

Plot 3/4 Apapa-Oshodi Express Way, Oshodi, Lagos
Lagos

NIGERIA

Tel: +2348053170810

E-mail: adegboye.a@nafdac.gov.ng

NORWAY-NORVEGE-NORUEGA

Ms Heidi BUGGE

Senior Adviser

Norwegian Food Safety Authority
Department of Legislation
P.0.Box 383

N-2381 Brumunddal

NORWAY

Tel: +47 23216525

E-mail: hebug@mattilsynet.no

Ms Vigdis Synnoeve VEUM MOELLERSEN
Senior Adviser

Norwegian Food Safety Authority

Codex Contact Point

P.O Box 383

2381 Brummundal

NORWAY

Tel: +47 23216669

E-mail: visvm@mattilsynet.no

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

Mr Vele Pat ILA'AVA

Departmental Secretary

Department of Agriculture & Livestock
P.O. Box 2033

Port Moreshy

PAPUA NEW GUINEA

Tel: +6753213302

Fax: +6753212236

E-mail: vele_success@yahoo.com.au

Mr Lui KILAGI

Executive Officer

Department of Agriculture & Livestock
P.O. Box 2033

Port Moreshy

PAPUA NEW GUINEA

Tel: +6753213302

Fax: +6753212236

E-mail: lui.kilagi@yahoo.com

Mr lan ONAGA

Director

Department of Agriculture & Livestock
P.O. Box 2033

Port Moreshy

PAPUA NEW GUINEA

Tel: +6753423643

E-mail: ianonaga@dal.gov.pg

Ms Bowie SINGIN

Director

NAC & Ministerial Services
Department of Agriculture & Livestock
P.O. Box 2033

Port Moreshy

PAPUA NEW GUINEA

Tel: +6753213492

Fax: +6753212236

E-mail: bsingin@datec.com.pg
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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 Simeona REGIDOR

Supervising Aquaculturist

Bureau of Fisheries and Aquatic Resources
Department of Agriculture

860 Quezon Avenue

1103 Quezon City

PHILIPPINES

Tel: 632-448 5432

Fax: 632- 448-5432

E-mail: simeona03@yahoo.com

REPUBLI1C OF KOREA-REPUBL IQUE DE COREE-
REPUBLICA DE COREA

Mr Hwan-Goo KANG

Lab director

Animal, Plant and Fisheries Quarantine and Inspection Agency
175 Anyang-ro

430-757 Anyang-si, Gyeonggi-do

REPUBLIC OF KOREA

Tel: 82-31-467-1837

Fax: 82-31-467-1845

E-mail: kanghg67 @korea.kr

Mr Moon-1k CHANG

Deputy Director

Korea Food & Drug Administration
Food Chemical Residues Division

E-mail: 1004@korea.kr

Mr Chan-Hyeok KWON

Scientific Officer

Korea Food & Drug Administration
Food Standards Division

E-mail: chkwon@Kkorea.kr

Ms Sung-Won PARK

Research Officer

Animal, Plant and Fisheries Quarantine and Inspection Agency
175 Anyang-ro

430-757 Anyang-si, Gyeonggi-do

REPUBLIC OF KOREA

Tel: 82-31-467-1840

Fax: 82-31-467-1845

E-mail: pasawa@korea.kr
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RUSSIAN FEDERATION-FEDERATION RUSSE-
FEDERACION RUSA

Mr Mikhail BATISCHEV

Chief Expert

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

House 18, Building 5 and 7, VVadkovsky Lane

127994 Moscow

RUSSIAN FEDERATION

Tel: +84999782408

Fax: +84999731398

E-mail: Batischev_MS@agsen.ru

Mr Sergey CHUKHANOV

Expert

Ministry of Health and Social Development
Rahmanovsky per. 3

127994 Moscow

RUSSIAN FEDERATION

Tel: +84956272703

Fax: +84956272484

E-mail: ChuhanovSA@rosminzdrav.ru

Mr Oleg PEREDERYAEV

Scientific Employer

Institute of Nutrition

Russian Academy of Medical Science
Ustinksij proezd 2/14

109240 Moscow

RUSSIAN FEDERATION

Tel: +74956985736

Fax: +74956985736

E-mail: olmail@mail.ru
SAUDI ARABIA-ARABIE SAUDITE-ARABIA SAUDITA

Mr Mohammed BINEID

Senior Pharmacist

Saudi Food and Drug Authority
Executive Department of Feed

3292 North Highway Al -Nafal Unit(1)
13312-6288 Riyadh

SAUDI ARABIA

Tel: +96612038222 ext; 2246

Fax: +96612751164

E-mail: maeid@SFDA.gov.sa

SOUTH AFRICA-AFRIQUE DU SUD-AFRICA DEL SUR

Dr ML MOROE-RULASHE

Chief State Veterinarian: Residue Monitoring and Control
Directorate: Veterinary Public Health

Department of Agriculture, Forestry and Fisheries

Private Bag X343

0001 Pretoria

SOUTH AFRICA

Tel: +27123197537

Fax: +27123296892

E-mail: mmalencoeM@daff.gov.za
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Ms Talita ZWARTZ

National Coordinator: Residue Monitoring and Control
Directorate: Veterinary Public Health

Ministry of Agriculture, Forestry and Fisheries

Private Bag X343

0001 Pretoria

SOUTH AFRICA

Tel: +27123197649

Fax: +27123296892

E-mail: Talitaz@daff.gov.za

SPAIN-ESPAGNE-ESPARNA

Ms Gema CORTES RUIZ

Jefe de Servicio

Agencia Espafiola de Medicamentos y Productos Sanitarios
(AEMPS)

Ministerio Sanidad, Servicios Sociales e Igualidad

Calle Campezo 1 « Edificio 8 «

E-28022 Madrid

Tel: (+34) 918225431

Fax: (+34) 918225443

E-mail: gcortes@aemps.es
SUDAN-SOUDAN

Ms Ibrahim ISHRAGA

Veterinary Research Institute
Elamarat P.O. 8067

Khartoum

SUDAN

Tel: +24 9913510460

Fax: +24 983472690

E-mail: ibrahimishraga@yahoo.com

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 Standard Department
P.O. Box 622

SE-75126 Uppsala

SWEDEN

Tel: 4618175500

Fax: 4618175310

E-mail: Codex.Sweden@slv.se

SWITZERLAND-SUISSE-SUIZA

Ms Awilo OCHIENG PERNET

Vice-Chairperson, Codex Alimentarius Commission

Swiss Federal Office of Public Health/Div of Intern. Affairs
Division of International Affairs

CH-3003 Bern

3003 Bern

SWITZERLAND

Tel: 41313220041

Fax: 41313221131

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

THAILAND-THAILANDE-TAILANDIA

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: sujittrap@dld.go.th

Ms Suwimon KEERATIVIRIYAPORN
Director of the Fish Inspection and Quality Control Division
(FIQD)

Ministry of Agriculture and Cooperatives
Department of Fisheries

Kaset-Klang, Chatuchak,

10900 Bangkok

THAILAND

Tel: +66-2558-0150-5

Fax: +66-2558-0136

E-mail: suwimon.k@dof.mail.go.th

Ms Yupa LAOJINDAPUN
Senior standard officer
Ministry of Agriculture and Cooperatives
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National Bureau of Agricultural Commaodity 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

Ms Pischa LUSANANDANA

Senior Pharmacist

Ministry of Public Health

Bureau of Drug Control, Food and Drug Administration
Tiwanon Rd.

11000 Nonthaburi

THAILAND

Tel: +66 2590 7058

Fax: +66 2590 7170

E-mail: Pischa.ju@hotmail.com



mailto:TalitaZ@daff.gov.za�
mailto:gcortes@aemps.es�
mailto:ibrahimishraga@yahoo.com�
mailto:viveka.larsson@slv.se�
mailto:Codex.Sweden@slv.se�
mailto:awilo.ochieng@bag.admin.ch�
mailto:sujittrap@dld.go.th�
mailto:suwimon.k@dof.mail.go.th�
mailto:yupa@acfs.go.th�
mailto:Pischa.ju@hotmail.com�

REP12/RVDF Appendix |

Ms Chutima WAISARAYUTT

Assistant Professor

Kasetsart University

Department of Agro-Industry Technology
50 Phaholyothin Road, Ladyao, Chatuchak
10900 Bangkok

THAILAND

Tel: +66 2562 5093

Fax: +66 2562 5092

E-mail: chutima.w@ku.ac.th

Ms Sudarat KUEYLAW

Senior Veterinarian

Ministry of Agriculture and Cooperatives
Department of Livestock Development, Bureau of Livestock
Standards and Certification

69/1 Phayathai Road,

10400 Bangkok

THAILAND

Tel: +66 2653 4444 ext 3126

Fax: +66 2653 4917

E-mail: wasankueylaw@yahoo.com

Ms Jeerajit DISSANA

Standard Officer

National Bureau of Agricultural Commaodity 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
TRINIDAD AND TOBAGO

Mr Adrian MC CARTHY

Deputy Chief Chemist & Assistant Director of Food and Drugs
Chemistry/Food & Drugs Division

Ministry of Health

115 Frederick Street

Port of Spain

TRINIDAD AND TOBAGO

Tel: +18683602458

Fax: +18686232477

E-mail: adrian-mccarthy@hotmail.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

Mr Sam FLETCHER

Safety Assessor

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

UNITED KINGDOM

Tel: + 44 0 1932 338486

Fax: +44 0 1932 336618

E-mail: s.fletcher@vmd.defra.gsi.gov.uk

Mr 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 STATESOF AMERICA-ETATSUNIES
D’AMERIQUE-ESTADOSUNIDOS 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: +1 210 376 9538

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

Ms Cecilia CHOI
Economic/Commercial Officer
Department of State

2201 C Street, NW

20520 Washington, DC

UNITED STATES OF AMERICA
Tel: +1 202 647 3059

Fax: +1 202 647 2307

E-mail: choics@state.gov

Mr Richard COULTER

Vice President, Scientific & Regulatory Affairs
Phibro Animal Health Corporation

Glenpoint Centre East, 3rd floor

300 Frank W. Burr Bvld, Suite 21

07666 Teaneck, NJ

UNITED STATES OF AMERICA

Tel: +1 201 329 7300

Fax: +1 201 329 7042

E-mail: richard.coulter@pahc.com

Mr Paul DUQUETTE

Director, Global Regulatory Affairs
Phibro Animal Health Corporation

65 Challenger Road

07660 Ridgefield Park

UNITED STATES OF AMERICA

Tel: +1 201 329 7375

Fax: +1 201 329 7042

E-mail: paul.duguette@pahc.com
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Dr Lynn FRIEDLANDER

Supervisory Physiologist/Team Leader
Center for Veterinary MedicinessfONADE/ Division of Human

Food Safety/Residue Chemistry Team
U.S. Food and Drug Administration
7500 Standish Place

20855 Rockville

UNITED STATES OF AMERICA
Tel: +1 240 276 8226

Fax: +1 210 276 8118

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

Mr Richard FRITZ

Consultant

U.S. Dairy Export Council

2101 Wilson Blvd, Suite 400

22201 Arlington, Virginia

UNITED STATES OF AMERICA
Tel: +13034083933

E-mail: rfritz@globalagritrends.com

Mr John GRAETTINGER

Director, Food Chain Affairs

Merck Animal Health

35500 W. 91st Street

66018 DeSoto, KS

UNITED STATES OF AMERICA
Tel: +19134226063

Fax: +19134226071

E-mail: john.graettinger@merck.com

Mr Raul GUERRERO

Consultant

793 N. Ontare Road

93105 Santa Barbara, CA

UNITED STATES OF AMERICA
Tel: +18058981830

Fax: +18058981830

E-mail: guerrero_raul j@yahoo.com

Dr Kenneth HINGA

International Trade Specialist

U.S. Department of Agriculture
Foreign Agricultural Service

1400 Independence Avenue SW
20250 Washington, DC

UNITED STATES OF AMERICA
Tel: 12027200969

Fax: 2027200433

E-mail: kenneth.hinga@fas.usda.gov

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: HuenekeL @nppc.org

Dr Olutosin (Remi) IDOWU
Chemist

CVM/ONADE

FDA

7500 Standish Place

20855 Rockville, MD

UNITED STATES OF AMERICA
Tel: +1.240.276.8215

Fax: +1.240.276.8118

E-mail: olutosin.idowu@fda.hhs.gov

Dr Kimon KANELAKIS

Pharmacologist, Toxicology Team, Human Food Safety

Center for Veterinary Medicine

U.S. Food and Drug Administration
7500 Standish Place, HFV-153

20855 Rockville, MD

UNITED STATES OF AMERICA
Tel: +1 240 276 8222

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

Dr 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

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

Dr Chuck MASSENGILL

Veterinarian

National Cattlemen's Beef Association
58273 Lake Imhoff Rd

65018 California, Missouri

UNITED STATES OF AMERICA

Tel: +1 573 796 4414

E-mail: crmvetconsult@embargmail.com
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Ms Barbara MCNIFF

Senior International Issues Analyst

U.S. Codex Office

U.S. Department of Agriculture

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

UNITED STATES OF AMERICA

Tel: +1 202 690 4719

Fax: +1 202 720 3157

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

Mr Brian RONHOLM

Deputy Under Secretary for Food Safety
United States Department of Agriculture
Office of Food Safety

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 Karen STUCK

U.S. Codex Manager

U.S. Codex Office

U.S. Department of Agriculture

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

UNITED STATES OF AMERICA

Tel: +1 202 720 2057

Fax: +1 202 720 3157

E-mail: karen.stuck@osec.usda.gov

Dr Dong YAN

Biologist

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
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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.qub.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 Teresita HEINZEN

Coordinadora Adjunta del Programa Nacional de Residuos
Biologicos

Ministerio de Ganaderia, Agricultura y Pesca
Constituyente 1476 2do Piso

11200 Montevideo

URUGUAY

Tel: +598 24126364

Fax: +598 24126364

E-mail: theinzen@mgap.gub.uy

ZIMBABWE

Mr Douglas BVUMBI

Scientific Consultant — Vet Drug Residues
QMC - Agricultural Education

P.O. Box 6722

00263 Harare

ZIMBABWE

Tel: +263 772809545

E-mail: douglasbvumbi@yahoo.com

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

Food and Agricultural Organization of the United Nations
(FAOQ) - Organisation pour I’Alimentation et I’ Agriculture -
Organizacion parala Alimentacion y la Agricultura

Mr James MACNEIL

FAO Joint Secretary to JECFA

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

00153 Rome

ITALY

E-mail: codex@fao.org
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International Atomic Energy Agency (IAEA) - Agence
Internationale del’Energie Atomique - Agencia
Internacional de Energia Atomica

Mr James SASANYA

Food safety Specialist (Veterinary Drugs)

International Atomic Energy Agency

Joint FAO / IAEA Division of Nuclear Techniques in Food and
Agriculture

P.O. Box 100, Wagramerstrase 5

A-1400 Vienna

AUSTRIA

Tel: +43 1 2600 26058

E-mail: j.sasanya@iaea.org

Mr Alfredo MONTES NINO

Scientific Consultant

International Atomic Energy Agency

Joint FAO / IAEA Division of Nuclear Techniques in Food and
Agriculture

Calle Mar Rojo 31, Majadahonda

CP 2822 Madrid

SPAIN

Tel: +34 91 708 4563

E-mail: amontes@microbioticos.com

World Health Organization (WHO) -Organization Mondiale
dela Santé (OMS) - Organizacién Mundial dela Salud
(OMS)

Ms Angelika TRITSCHER

WHO JECFA Secretary

World Health Organization

Department of Food Safety and Zoonoses
20, Avenue Appia

1211 Geneva 27

SWITZERLAND

Tel: +41227913569

Fax: +41227914807

E-mail: tritschera@who.int

INTERNATIONAL INTERGOVERNMENTAL
ORGANIZATIONS -ORGANISATIONSINTER-
GOUVERNEMENTALESINTERNATIONALES -
ORGANIZACIONESINTERGUBERNAMENTALES
INTERNACIONALES

African Union - Union Africaine - Unién Africana

Mr Zelalem TADESSE

Vet Epidemiologist

African Union - Interafrican Bureau for Animal Resources
Kenindia Buisiness Park Bldg

Museum Hill, Westlands Rd PL BOX 30786

00100 Nairobi

KENYA

Tel: +254203674352

Fax: +254203674341

E-mail: zelalem.tadesse@au-ibar.org
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World Organization for Animal Health (OIE) - Organisation
Mondiale de la Santé Animale - Organizacion Mundial de
Sanidad Animal

Mr Jean-Pierre ORAND

Head of Anses / ANMV

OIE - ANMV OIE collaborative center
La Haute Marche - BP 90203

35302 Fougeres

FRANCE

Tel: 0033299947871

Fax: 003329994 78 99

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

INTERNATIONAL NON-GOVERMENTAL
ORGANIZATIONS - ORGANISATIONS NON
GOUVERNEMENTALESINTERNATIONALES—
ORGANIZACIONES NON GUBERNAMENTALES
INTERNACIONALES

ConsumersInternational (Cl)

Mr Stephen ROACH

Public Health Program Director

Food Animal Concerns Trust
Consumers International

2735 Dogwood Road

62902 Carbondale, Illinois

UNITED STATES OF AMERICA

Tel: +16184576926

E-mail: sroach@foodanimalconcerns.org

International Association of Consumer Food Organizations
(IACFO)

Ms Caroline SMITH DE WAAL

President

International Association of Consumer Food Organizations
IACFO

1220 L Street, Suite 300

20005 Washington, D.C.

UNITED STATES OF AMERICA

Tel: +1 202 332 9110

Fax: +1 202 265 4954

E-mail: cdewaal @cspinet.org

International Cooper ative Alliance

Mr Kazuo ONITAKE

Head of Unit Safety Policy Service

Japanese Consumers' Co-operative Union
Co-op PLAZA, 3-29-8, Shibuya, Shibuya-ku
150-8913 Tokyo

JAPAN

Tel: 81357788109

Fax: 81357788031

E-mail: kazuo.onitake@jccu.coop
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International Dairy Federation (IDF) - Federation
Internationale dela Laiterie (FIL) - Federacién Internacional
delaLecheria (FIL)

Mr Jamie JONKER

Vice President, Scientific and Regulatory Affairs
National Milk Producers Federation

2101 Wilson Blvd, Suite 400

22201 Arlington, VA

UNITED STATES OF AMERICA

Tel: +1 703 243 6111 ext. 344

Fax: +1 703 841 9328

E-mail: jjonker@nmpf.org

Mr Maxim BOBKOV

Regulatory and Scientific Expert
Nestec SA

Avenue Nestle 55

1814 Vevey

SWITZERLAND

Tel: +41219243695

Fax: +41219244547

E-mail: maxim.bobkov@nestle.com

International Federation for Animal Health (IFAH) -
Federation I nternationale pour la Sante Animale -
Federacion Internacional de Sanidad Animal

Ms Barbara FREISCHEM
Executive Director

IFAH

Rue Defacqz 1

1000 Brussels

BELGIUM

Tel: +3225410111

Fax: +3225410119

E-mail: ifah@ifahsec.org

Ms Katherine ALLRAN

Director

Regulatory Affairs USA

Merial

3239 Satellite Blvd

30096 Duluth, Georgia

UNITED STATES OF AMERICA
Tel: +16786383476

Fax: +16786383715

E-mail: katherine.allran@merial.com

Mr Thomas BURNETT

Senior Research Advisor

Elanco Animal Health

2500 Innovation Way

46140 Greenfield, Indiana
UNITED STATES OF AMERICA
Tel: +13172761319

E-mail: tjburnett@elanco.com

Mr Marcio CAPARROZ

Department Manager

Corporate Affairs and Market Access
Elanco

1346 Clodomiro Amazonas Street
04537002 Sao Paulo

BRAZIL

Tel: +55 11 82561666

E-mail: marcio.caparroz@elanco.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@ahi.org

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

Mr Olivier ESPEISSE

Veterinarian

IFAH

13 rue Pages

92158 France

FRANCE

Tel: +33155493535

Fax: +33155493670

E-mail: Espeisse olivier@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: gottsd@pfizer.com
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Ms Carrie LOWNEY

Research Fellow

Pfizer Animal Health

7000 Portage Road (B300; 312.5)
49001 Kalamazoo, Ml

UNITED STATES OF AMERICA
Tel: +1 269 833 4186

Fax: +1 269 833 2707

E-mail: carrie.a.lowney@pfizer.com

Mr Michael MCGOWAN

Senior Director

Pfizer Animal Health

24 Willow Lane

06333 East Lyme

UNITED STATES OF AMERICA

Tel: +1.917.690.5823

Fax: +1.860.715.7670

E-mail: michael.j.mcgowan@pfizer.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

SECRETARIATS— SECRETARIATS- SECRETARIAS

CODEX SECRETARIAT — SECRETARIAT DU CODEX —
SECRETARIA DEL CODEX

Ms Annamaria BRUNO

Senior Food Standards Officer
FAO/WHO Food Standards Program
Via delle Terme di Caracalla

00153 Roma

ITALY

Tel: +39 6570 56254

Fax: +39 6570 54593

E-mail: annamaria.bruno@fao.org

Ms Verna CAROLISSEN-MACKAY

Food Standards Officer

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

00153 Rome

ITALY

Tel: +39065 7055629

Fax: +39065 7054593

E-mail: verna.carolissen@fao.org
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HOST GOVERNMENT SECRETARIAT — SECRETARIAT
DU GOUVERNEMENT RESPONSABLE - SECRETARIA
DEL GOBIERNO HOSPEDANTE

Mr Kenneth LOWERY

International Issues Analyst

U.S. Codex Office

U.S. Department of Agriculture

1400 Independence Avenue SW, Room 4861
20250-3700 Washington DC

UNITED STATES OF AMERICA

Tel: +1 202 690 4042

Fax: +1 202 720 3157

E-mail: kenneth.lowery@fsis.usda.gov

Ms Jasmine CURTIS

Program Analyst

U.S. Codex Office

FSIS/USDA

1400 Independence Avenue, Room 4865S
20250 Washington, DC

UNITED STATES OF AMERICA

Tel: +1 202 690 1124

Fax: +1 202 720 3157

E-mail: jasmine.curtis@fsis.usda.gov

Ms Lisa KURZ

International Trade Specialist

Office of Capacity Building and Development, FAS
U.S. Department of Agriculture

1400 Independence Avenue, Room 3832

20250 Washington, DC

UNITED STATES OF AMERICA

Tel: +12027203372

E-mail: lisa.kurz@fas.usda.gov

Ms Marie MARATOS

International Issues Analyst

U.S. Codex Office

U.S. Department of Agriculture

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

UNITED STATES OF AMERICA

Tel: +1 202 690 4795

E-mail: marie.maratos@fsis.usda.gov
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Appendix Il

PROPOSED AMENDMENTSTO THE TERMS OF REFERENCE OF THE CODEX COMMITTEE
ON RESIDUES OF VETERINARY DRUGSIN FOODS (CCRVDF)

(for comments)

Proposed changes in Italics and bold; proposed deletions in strikethreugh

Terms of reference:

(a) to determine priorities for the consideration of residues of veterinary drugs in foods;
(b) to recommend maximum levels of such substances;

(c) to consider other risk management matters in relation to the safety of veterinary drug residues in
food, including the development of -te-develep codes of practice as may be required;

(d) to consider methods of sampling and analysis for the determination of veterinary drug residues in foods;

(e) to consider risk management and communication recommendations when after assessment of a
veterinary drug, the JECFA recommends no ADI and/or MRL due to specific human health
concerns.
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Appendix 11l

DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(at Step 8 of the Elabor ation Procedur€)

Nar asin (antimicrobial agent)

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

Residue Definition: Narasin A.

Species Tissue MRLs (ug/kg) Step JECFA ALINORM
Cattle Muscle 15 8 70; 75 181V; 191V
Cattle Liver 50 8 70; 75 181V; 191V
Cattle Kidney 15 8 70; 75 181V; 191V
Cattle Fat 50 8 70; 75 181V; 191V
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Appendix IV

PROPOSED DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(at Step 5/8 of the Elaboration Procedur €)

AMOXICILLIN (antimicrobial agent)

Acceptable Daily Intake (ADI): 0-0.7 pg/kg body weight on the basis of microbiological effects
(75"JECFA, 2011).

Estimated Dietary Exposure (EDI): The 75" JECFA (2001) did not calculate an EDI for amoxicillin owing
to the small number of quantifiable residue data points. 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 31 pg/person, which represents 74% of the
upper bound of the ADI.

Residue Definition: Amoxicillin.

Species Tissue MRLs (ng/kg) Step JECFA
Cattle Muscle 50 5/8 75
Cattle Liver 50 5/8 75
Cattle Kidney 50 5/8 75
Cattle Fat 50 5/8 75
Cattle Milk 4 5/8 75
Sheep Muscle 50 5/8 75
Sheep Liver 50 5/8 75
Sheep Kidney 50 5/8 75
Sheep Fat 50 5/8 75
Sheep Milk 4 5/8 75
Pigs Muscle 50 5/8 75
Pigs Liver 50 5/8 75
Pigs Kidney 50 5/8 75
Pigs Fat/Skin 50 5/8 75

M ONENSIN (antimicrobial agent)

Acceptable Daily Intake (ADI): 0-10 pg/kg body weight on the basis of a NOAEL of 1.14 mg/kg body
weight per day and a safety factor of 100 and rounding to one
significant figure (70" JECFA, 2008).

Estimated Dietary Exposure (EDI): Using the revised MRL, the theoretical maximum daily intake (TMDI)
from the 70" JECFA was recalculated, resulting in a value of 481
pg/person, which represents 80% of the upper bound of the ADI
(75"JECFA, 2011).

Residue Definition: Monensin A.
Species Tissue MRLs (ug/kg) Step JECFA
Cattle Liver 100 5/8 75

The 75" JECFA was unable to revise the current MRLs for goat and sheep, as no additional residue data
were provided.
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Appendix V

PROPOSED DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(at Step 5 of the Elabor ation Procedure)

M ONEPANTEL (anthelminthic)

Acceptable Daily Intake (ADI): 0-20 pg/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).

Estimated Dietary Exposure (EDI): 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 (75" JECFA, 2011).

Residue Definition: Monepantel sulfone.

Species Tissue MRLSs (ng/kg) Step JECFA
Sheep Muscle 300 5 75
Sheep Liver 3000 5 75
Sheep Kidney 700 5 75
Sheep Fat 5500 5 75
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Appendix VI

PROPOSED DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(at Step 4 of the Elabor ation Procedure)

APRAMYCIN (antimicrobial agent)

Acceptable Daily Intake (ADI): 0-30 pg/kg body weight on the basis of microbiological effects (75"
JECFA, 2011).

Estimated Dietary Exposure (EDI): Using the limits of quantification (LOQs) of the analytical methods as
calculated by the 75" JECFA as residue levels for muscle, fat and
liver, together with the proposed MRLs for kidney, the theoretical
intake in the worst-case scenario would be around 1400 pg/day and
would not exceed the upper bound of the ADI (75" JECFA, 2011).

Residue Definition: Apramycin.
Species Tissue MRLs (ug/kg) Step JECFA
recommended by the
75" JECFA
Cattle Kidney 5000 T? 4 75
Chickens Kidney 5000 T? 4 75

@ The MRLs are temporary. The sponsor is requested to provide improved analytical methods with better
performance and lower limits of quantification (LOQs) and residue depletion studies with appropriate
sampling points close to the zero withdrawal periods for all tissues and species. The validated analytical
methods and residue depletion studies are requested by the end of 2014.

Because of data limitations, the 75" JECFA was unable to recommend MRLs in tissues and species other
than cattle kidney and chicken kidney.

DERQUANTEL (antiparasitic agent)

Acceptable Daily Intake (ADI): 0-0.3 pg/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.
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Appendix VII
PROPOSED DRAFT REVISION OF THE RISK ANALYSIS PRINCIPLES APPLIED BY THE
CCRVDF
(for adoption)

1 - Purpose — Scope

1. The purpose of this document is to specify Risk Analysis Principles applied by the Codex Committee
on Residues of Veterinary Drugs in Foods. This document should be read in conjunction with the Working
Principles for Risk Analysis for Application in the Framework of the Codex Alimentarius.

2 - Parties involved

2. The Working Principles for Risk Analysis for application in the framework of the Codex Alimentarius
has defined the responsibilities of the various parties involved. The responsibility for providing advice on
risk management concerning residues of veterinary drugs lies with the Codex Alimentarius Commission and
its subsidiary body, the Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF), while the
responsibility for risk assessment lies primarily with the Joint FAO/WHO Expert Committee on Food
Additives (JECFA).

3. The CCRVDF shall base its risk management recommendations in relation to MRLs to the Codex
Alimentarius Commission on JECFA’s risk assessments of veterinary drugs.

4, The CCRVDF is primarily responsible for recommending risk management proposals for adoption by
the Codex Alimentarius Commission.

5. JECFA is primarily responsible for providing independent scientific advice, the risk assessment, upon
which the CCRVDF base their risk management decisions. It assists the CCRVDF by evaluating the
available scientific data on the veterinary drug prioritised by the CCRVDF. JECFA also provides advice
directly to FAO and WHO and to Member governments.

6. Scientific experts from JECFA are selected in a transparent manner by FAO and WHO under their
rules for expert committees on the basis of the competence, expertise, experience in the evaluation of
compounds used as veterinary drugs and their independence with regard to the interests involved, taking into
account geographical representation.

3 - Risk Management in CCRVDF

7. Risk management should follow a structured approach including:
- preliminary risk management activities;
- evaluation of risk management options; and
- monitoring and review of decisions taken.

8.  The decisions should be based on risk assessment, and take into account, where appropriate, other
legitimate factors relevant for the health protection of consumers and for fair practices in food trade, in
accordance with the Criteria for the Consideration of the Other Factors Referred to in the Second Statement
of Principles’.

3.1 - Preliminary risk management activities

9. This first phase of risk management covers:
- establishment of risk assessment policy for the conduct of the risk assessments;
- identification of a food safety problem ;

- establishment of a preliminary risk profile;

! Statements of Principle concerning the Role of Science in the Codex Decision-making Process and the extent to which other
Factors are taken into account (Codex Procedural Manual).
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- ranking of the hazard for risk assessment and risk management priority;
- commissioning of the risk assessment.
3.1.1 - Risk Assessment Policy for the Conduct of the Risk Assessment

10. The responsibilities of the CCRVDF and JECFA and their interactions along with core principles and
expectations of JECFA evaluations are provided in Risk Assessment Policy for Residues of Veterinary Drugs
in Food, established by the Codex Alimentarius Commission.

3.1.2 - Establishment of Priority List

11. The CCRVDF identifies, with the assistance of Members, the veterinary drugs that may pose a
consumer safety problem and/or have a potential adverse impact on international trade. The CCRVDF
establishes a priority list for assessment by JECFA.

12. In order to appear on the priority list of veterinary drugs for the establishment of a MRL, the proposed
veterinary drug shall meet some or all of the following criteria:

- a Member has proposed the compound for evaluation (a template for information recommended for
consideration in the priority list by Codex Committee on Residues of Veterinary Drugs in Foods
has been completed and be available to the Committee);

- a Member has established good veterinary practices with regard to the compound;

- the compound has the potential to cause public health and/or international trade problems;
- the compound is available as a commercial product; and

- there is a commitment that a dossier will be made available.

13. The CCRVDF takes into account the protection of confidential information in accordance with WTO
Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) - Section 7: Protection of
Undisclosed Information - Article 39, and makes every effort to encourage the willingness of sponsors to
provide data for JECFA assessment.

3.1.3 - Establishment of a Preliminary Risk Profile

14. Member(s) request(s) the inclusion of a veterinary drug on the priority list. The available information
for evaluating the request shall be provided either directly by the Member(s) or by the sponsor. A
preliminary risk profile shall be developed by the Member(s) making the request, using the template
presented in the Annex.

15. The CCRVDF considers the preliminary risk profile and makes a decision on whether or not to
include the veterinary drug in the priority list.

3.1.4 - Ranking of the Hazard for Risk Assessment and Risk Management Priority

16. The CCRVDF establishes an ad-hoc Working Group open to all its Members and observers, to make
recommendations on the veterinary drugs to include into (or to remove from) the priority list of veterinary
drugs for the JECFA assessment. The Working Group also develops and recommends to CCRVDF the
guestions to be answered by the JECFA Risk Assessment. The CCRVDF considers these recommendations
before agreeing on the priority list, taking into account pending issues. In its report, the CCRVDF shall
specify the reasons for its choice and the criteria used to establish the order of priority.

17. The CCRVDF forwards the agreed priority list of veterinary drugs for the JECFA assessment to the
Codex Alimentarius Commission for new work in accordance with the Procedures for the Elaboration of
Codex Standards and Related Texts.

3.1.5 - Commissioning of the Risk Assessment

18.  After approval by the Codex Alimentarius Commission of the priority list of veterinary drugs as new
work, the CCRVDF forwards it to JECFA with the qualitative preliminary risk profile as well as specific
guidance on the CCRVDF risk assessment request. JECFA, WHO and FAO experts then proceed with the
assessment of risks related to these veterinary drugs, based on the dossier provided and/or all other available
scientific information. CCRVDF may also refer risk management options, with a view toward obtaining
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JECFA’s guidance on the attendant risks and the likely risk reductions associated with each option.
3.2 - Consideration of the Result of the Risk Assessment

19. When the JECFA risk assessment is completed, a detailed report is prepared for the subsequent
session of the CCRVDF for consideration. This report shall clearly indicate the choices made during the risk
assessment with respect to scientific uncertainties and the level of confidence in the studies provided.

20.  When the data are insufficient, JECFA may recommend temporary MRL on the basis of a temporary
ADI using additional safety considerations. If JECFA cannot propose an ADI and/or MRLs due to lack of
data, its report should clearly indicate the gaps and a timeframe in which data should be submitted.
Temporary MRLs may proceed through the Step process but should not be advanced to Step 8 for adoption
by the Codex Alimentarius Commission until JECFA has completed the evaluation.

21. The JECFA assessment reports related to the concerned veterinary drugs should be made available in
sufficient time prior to a CCRVDF meeting to allow for careful consideration by Members. If this is, in
exceptional cases, not possible, a provisional report should be made available.

22. JECFA should, if necessary, assess different risk management options and present, in its report,
different risk management options for the CCRVDF to consider. The reporting format should clearly
distinguish between the risk assessment and the evaluation of the risk management options

23. The CCRVDF may ask JECFA for any additional explanation.

24. Reasons, discussions and conclusions (or the absence thereof) on risk assessment should be clearly
documented, in JECFA reports, for each option reviewed. The risk management decision taken by the
CCRVDF (or the absence thereof) should also be fully documented.

3.3 - Evaluation of Risk Management Options

25. The CCRVDF shall proceed with a critical evaluation of outcomes of the JECFA risk assessment
including the proposals on MRLs and may consider other legitimate factors relevant for health protection
and fair trade practices in the framework of the risk analysis. According to the 2™ Statement of principle, the
criteria for the consideration of other factors should be taken into account. These other legitimate factors are
those agreed during the 12" Session of the CCRVDF? and subsequent amendments made by this Committee.

26. The CCRVDF may:
- recommend the MRLs based on the JECFA assessment;

- modify the MRLs in consideration of other legitimate factors relevant to the health protection of
consumers and for the promotion of fair practices in food trade;

- request JECFA to reconsider the evaluation for the veterinary drug in question;

- decline to advance the MRLs based on risk management concerns consistent with the Risk
Analysis Principles of the Codex Alimentarius and the recommendations provided by JECFA .

- develop risk management guidance, as appropriate, for veterinary drugs for which JECFA has not
been able to establish an ADI and/or to recommended a MRL, including those with specific human
health concern. As a result of this consideration, the CCRVDF may refer a range of risk
management options to JECFA to obtain guidance on the attendant risks and likely risk reductions.

27. Particular attention should be given to availability of analytical methods used for residue detection.
3.4 - Monitoring and Review of the Decisions Taken

28. Members may ask for the review of decisions taken by the Codex Alimentarius Commission. To this
end, veterinary drugs should be proposed for inclusion in the priority list. In particular, review of decisions
may be necessary if they pose difficulties in the application of the Guidelines for the Design and
Implementation of National Regulatory Food Safety Assurance Programme Associated with The Use of
Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009).

29. The CCRVDF may request JECFA to review any new scientific knowledge and other information

2 ALINORM 01/31, par.11
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relevant to risk assessment and concerning decisions already taken, including the established MRLs. The
CCRVDF should review and update standards or related texts for veterinary drugs in food, as necessary, in
the light of new scientific information.

30. The risk assessment policy for MRL shall be reconsidered based on new issues and experience with
the risk analysis of veterinary drugs. To this end, interaction with JECFA is essential. A review may be
undertaken of the veterinary drugs appearing on prior JECFA agendas for which no ADI or MRL has been
recommended.

4 - Risk Communication in the Context of Risk Management

31. Inaccordance with the Working Principles for Risk Analysis for Application in the Framework of the
Codex Alimentarius, the CCRVDF, in cooperation with JECFA and the Codex Secretariat, shall ensure that
the risk analysis process is fully transparent and thoroughly documented and that results are made available
in a timely manner to Members. The CCRVDF recognises that communication between risk assessors and
risk managers is critical to the success of risk analysis activities.

32. In order to ensure the transparency of the assessment process in JECFA, the CCRVDF provides
comments on the guidelines related to assessment procedures being drafted or published by JECFA.
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Annex

TEMPLATE FOR INFORMATION RECOMMENDED FOR CONSIDERATION IN THE
PRIORITY LIST BY CODEX COMMITTEE ON RESIDUES OF VETERINARY DRUGS IN
FOODS

Administrative information
1. Member(s) submitting the request for inclusion
2. Veterinary drug names
3. Trade names
4. Chemical names and CAS registry number
5. Names and addresses of basic producers

Purpose, scope and rationale
6. Identification of the food safety issue (residue hazard)

7. Assessment against the criteria for the inclusion on the priority list

Risk profile elements
8. Justification for use
9. Veterinary use pattern, including information on approved uses if available

10. Commodities for which Codex MRLs are required

Risk assessment needs and questions for the risk assessors

11. Specific request to risk assessors

Available information®
12. Countries where the veterinary drugs are registered
13. National/Regional MRLs or any other applicable tolerances

14. List of data (pharmacology, toxicology, metabolism, residue depletion, analytical methods) available

Timetable
15. Date when data could be submitted to JECFA.

! When preparing a preliminary risk profile, Member(s) should take into account the updated data requirement, to
enable evaluation of a Veterinary drug for the establishment of an ADI and MRLs, published by JECFA
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PROPOSED REVISION OF THE RISK ASSESSMENT POLICY FOR
RESIDUES OF VETERINARY DRUGS IN FOODS

Role of JECFA

1. The Joint FAO/WHO Expert Committee on Food Additives (JECFA) is an independent scientific
expert body convened by both Directors-General of FAO and WHO according to the rules of both
organizations, charged with the task to provide scientific advice on veterinary drug residues in food.

2. This annex applies to the work of JECFA in the context of Codex and in particular as it relates to
advice requests from the Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF).

(@) JECFA provides CCRVDF with science-based risk assessments conducted in accordance with the
Working Principles for Risk Analysis for Application in the Framework of the Codex Alimentarius
and incorporating the four steps of risk assessment. JECFA should use its risk assessment process for
establishing acute reference doses (ARfD) or Acceptable Daily Intakes (ADIs) and proposing
Maximum Residues Limits (MRLs), and/or responding to other questions from the CCRVDF.

(b) JECFA should take into account all available scientific data and assessments-in conducting the risk
assessment. It should use available quantitative information to the greatest extent possible and also
gualitative information.

(c) Constraints, uncertainties and assumptions that have an impact on the risk assessment should be
clearly communicated by JECFA.

(d) JECFA should provide CCRVDF with information on the applicability, public health consequences
and any constraints of the risk assessment to the general population and to particular sub-populations
and, as far as possible, should identify potential risks to specific groups of populations of potentially
enhanced vulnerability (e.g. children).

(e) Risk assessment should be based on realistic exposure scenarios.

(f) When the veterinary drug is used both in veterinary medicine and as a pesticide, a harmonised
approach between JECFA and the Joint FAO/WHO Meeting on Pesticide Residues (JMPR) should be
followed.

(@) MRLs, that are compatible with the ADI or ARfD, where appropriate, should be recommended for
target animal tissues (e.g. muscle, fat, or fat and skin, kidney, liver), and specific food commodities
(e.g. eggs, milk, honey) originating from the target animals species to which a veterinary drug can be
administered according to good veterinary practice based on appropriate consumption figures. When
requested by CCRVDF, extension of MRLs between species will be considered if appropriate data are
available.

(h) When scientific data are insufficient to complete an evaluation, JECFA should indicate the data gaps
and propose a timeframe in which data should be submitted. JECFA may also recommend guidance
according to point 10 of the Working Principles for Risk Analysis for Application in the Framework of
the Codex Alimentarius.

Data Protection

3. Considering the importance of intellectual property in the context of data submission for scientific
evaluation, JECFA has established procedures to cover the confidentiality of certain data submitted. These
procedures enable the sponsor to declare which data is to be considered as confidential. The procedure
includes a formal consultation with the sponsor.

Expression of risk assessment results in terms of MRLs

4, MRLs have to be established for relevant target animal tissues (e.g. muscle, fat, or fat and skin,
kidney, liver), and specific food commaodities (e.g. eggs, milk, honey) originating from the target animals
species to which a veterinary drug can be administered according to good veterinary practice.

5. However, if residue levels in various target tissues are very different, JECFA is requested to consider
MRLs for a minimum of two. In this case, the establishment of MRLs for muscle or fat is preferred to enable
the verification of the compliance of food of animal origin moving in international trade.



REP12/RVDF Appendix VII 50

6. When the calculation of MRLs to be compatible with the ADI may be associated with a lengthy
withdrawal period, JECFA should clearly describe the situation in its report.

7. JECFA should provide a clear explanation and rationale for its conclusions and recommendations.
This is particularly important when no ADI can be established and/or no MRLs can be recommended due to
data gaps or because of specific public health concerns, or when JECFA recommends withdrawal of MRLs
or ADIL.
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Appendix VIII

PROPOSED DRAFT SAMPLING PLANSFOR RESIDUE CONTROL FOR AQUATIC ANIMAL
PRODUCTSAND DERIVED EDIBLE PRODUCTS OF AQUATIC ORIGIN
(TABLE C, ANNEX B OF CAC/GL 71-2009)

Table C: Aquaculture products

(at Step 5/8 of the Procedure)

Commaodity

Instructionsfor Collection

Recommended quantity
required for laboratory sample

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

A. Packaged fish — fresh,
frozen, smoked, cured, or
shellfish (except oysters)
1. Bulk package

2. Retail package

Collect sufficient units from a selected
package to meet laboratory sample
size.

Collect sufficient units from selected
packages to meet laboratory sample
size.

500 g of edible tissue

500 g of edible tissue

B. Bulk fish

Collect edible tissue from sufficient
fish, depending on size.

500 g of edible tissue

C. Bulk Shellfish

Collect sufficient shellfish, depending
on size.

500 g of edible tissue

VII. ClassE — Type 17 (Derived

Edible Products of Aquatic Animal Origin)

A. Canned fish and shellfish
products (except oysters)

Collect sufficient tissue to meet
laboratory sample size.

500 g of edible tissue

B. Other fish and shellfish
products

Use sample schedule. Collect primary
samples to meet laboratory sample size

500 ¢




REP12/RVDF Appendix IX

Appendix IX

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

Part A
Name of the Questions(s) to be answered Data Availability/Time Proposed by Comments
Compound
Apramycin Request the current evaluation to be completed, | Not know 20" CCRVDF | For details see REP12/RVDF (para. Xx)
addressing the questions identified by the 75"
JECFA.
Derquantel Review the ADI in light of possible different Data available 20"™ CCRVDF | For details see REP12/RVDF (para. xx)
interpretation of the toxicological database.
Review the calculation of the marker to total
radiolabel residue and revise the recommended
MRLs if appropriate.
Emamectin benzoate Recommend MRLs in salmon and trout. To be confirmed (by July 2012) Chile The compound is listed in the database on the
need for MRLs for developing countries
(CX/RVDF 12/20/12, Appendix B).
Gentian violet Can an ADI be established? Is the continued use | Data package is available and can | Canada For details see CX/RVDF 12/20/11
in food producing animals safe for humans? be submitted to JECFA following
(MRLs considering topical use in cattle, swine, a call for data
sheep, goats and horses, and potential
environmental contamination).
Lasalocid Request to establish ADI and recommend MRLs | Data available, can be submitted USA For details see CX/RVDF 12/20/11 Add.1
in poultry (tissues and eggs) use patterns in all in response to call for data EU: registered and willing to provide all data
regions where it is registered. possible.
Chickens, turkey, duck, quail, pheasant.
Monepantel Review the dietary exposure assessment. Data available 20" CCRVDF | For details see REP12/RVDF (para. Xx)
Consider if higher MRLs (M 700 ug/kg; L 5000
ug/kg; K 2000 ug/kg; F 7000 ug/kg) are
compatible with the ADI and consistent with the
JECFA MRLs derivation process.
Phenylpyrazole Request to establish ADI and recommend MRLs | Data available, can be submitted USA For details see CX/RVDF 12/20/11 Add.1

in cattle tissues (liver, kidney, muscle and fat).

in response to call for data
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Part B
Zilpaterol hydrochloride | Request to establish ADI and recommend Data available, can be submitted | USA For details see CX/RVDF 12/20/11 Add.1
MRLs for cattle tissues (muscle, liver, kidney in response to call for data Please Note: retention of this veterinary
and fat). drug in the list will depend on the outcome
of the discussion at the 35" CAC (see
REP12/RVDF, para. 118)
Part C
Request to be confirmed at the 21 CCRVDF
Flumequine Recommend MRLs in salmon and trout. Not known Chile Conditional pending clarification of nature of
request and data availability
Oxolinic acid Recommend MRLs in salmon and trout. Not known Chile Conditional pending clarification of nature of
request and data availability
Ivermectin Request to revise the ADI and review MRLs, Not know Brazil Brazil to collect publicly available information

and if possible recommend an MRL in cattle
muscle.
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Appendix X
PROJECT DOCUMENT

Proposal of new work for the development of risk management recommendationsfor veterinary
drugsfor which no ADI and/or MRL has been recommended by JECFA dueto specific human
health concerns

1. PURPOSE AND SCOPE OF THE NEW WORK

To provide risk management guidance for national and regional authorities on veterinary drugs for which
JECFA could not establish acceptable daily intakes (ADI) and/or recommend maximum residue limits
(MRL) due to specific human health concerns. The following veterinary drugs should be considered:
carbadox, chloramphenicol, chlorpromazine, malachite green, nitrofurans, nitroimidazoles, olaquindox and
stilbenes (diethylstilbestrol).

2. RELEVANCE AND TIMELINESS

It is important to ensure that harmonised international guidance is available for Codex members on how to
manage the risks posed by residues of veterinary drugs where JECFA identified specific human health
concerns. This will contribute to the protection of health of consumers and smoother functioning of
international trade.

3. MAIN ASPECTSTO BE COVERED

The objective of the new work is to develop risk management guidance on veterinary drugs for which no
ADI has been established and/or no MRL has been recommended by JECFA due to specific human health
concerns.

For each of these veterinary drugs:
the main conclusions of JECFA risk assessment will be summarised,

risk management guidance will be provided for national or regional authorities on how to manage the
health risks posed by the drug.

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

General criterion

This work is directed towards consumer health protection from the point of view of food safety and
ensuring fair practices in food trade while taking into account the identified needs of developing countries.
This new work will strengthen other guidance provided in general support of consumer protection in Codex
member countries. On a global scale, it will contribute to a reduction of human health risks arising from
exposure to the residues of veterinary drugs for which no ADI has been established and/or no MRL has
been recommended by JECFA due to specific human health concerns.

Criteria applicableto general subjects

(a) Diversification of national |egidations and apparent resultant or potential impediments to international
trade: This new work aims to provide guidance that is relevant for all countries. It should result in more

harmonised risk management in controls of veterinary drug residues thereby contributing to the smoother
functioning of international trade.

(b) Scope of work and establishment of priorities between the various sections of the work: The scope of
work is well defined. The work will focus on preselected veterinary drugs.

(c) Work already undertaken by other international organizations in this field and/or suggested by the
relevant international intergovernmental bodies: This new work does not duplicate any ongoing work
undertaken by other (inter)national governmental organisations.
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5. RELEVANCE TO CODEX STRATEGIC GOALS
The proposed work falls under goals 1, 2 and 5 of the Codex Strategic Plan 2008-2013.
Goal 1: Promoting Sound Regulatory Frameworks.

This proposal will provide essential guidance for member countries and promote the development of
national food control systems based on international principles. It will explore innovative risk management
frameworks in line with the strategic goal 1.6.

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

JECFA follows the principles of risk analysis as regards risk assessment of veterinary drugs. Development
of international risk management recommendations for veterinary drugs where JECFA has identified
specific health concerns would promote the consistent application of risk analysis principles by Codex
members in line with the Working Principles for Risk Analysis developed by Codex.

Goal 5: Promoting Maximum and effective Participation of members.

The new work affects all members of Codex and may trigger further participation of both Codex member

countries and observers.

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

This guidance provided to Codex members will complement the Codex MRLSs for veterinary drugs. The
final outcome will be either self standing Codex guidance documents or will be incorporated in the
Guidelines for the design and implementation of national regulatory food safety assurance programme
associated with the use of veterinary drugs in food producing animals (CAC/GL 71-2009).

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

These risk management recommendations/guidance will be based on the evaluations made by JECFA.
While for some of the veterinary drugs a complete JECFA evaluation is available, for some of them further
advice from JECFA may be asked should the need arise.

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

None.

9. PROPOSED TIMELINE FOR COMPLETION OF THE NEW WORK

Date Meeting Progress

May 2012 20" session CCRVDF Agree on the project document and submit to 35"
CAC for approval as new work.

July 2012 35" CAC Approval of new work.

October 2013 21% session CCRVDF Consideration of the proposed draft guidance at Step 4
and advance to 36" CAC for adoption at Step 5.

July 2014 37" CAC Adoption at Step 5.
Circulation for comments at Step 6.

2015 22" session CCRVDF Consideration of the proposed draft guidelines at Step
7 and advance 37" CAC for adoption at Step 8.

July 2015 38" CAC Final adoption.
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Appendix XI

PROPOSED RISK ANALYSISPOLICY ON EXTRAPOLATION OF MRLS OF VETERINARY
DRUGSTO ADDITIONAL SPECIESAND TISSUES

(for comments)

Scope

1. The objective of this policy is to provide suggested guidance to (CCRVDF and) JECFA when
considering extrapolation of MRLs for veterinary drug residues. Extrapolation of the MRLs from a species in
which a full residue data package has been evaluated to other species is scientifically feasible. A new
approach based on the concept of risk analysis (incorporating both risk assessment and risk management) for
extrapolating MRLs from one species to another should be considered. This approach should recognize that
extrapolation of MRLs is required due to a lack of metabolism or residue depletion data in some species.
However, a detailed risk assessment may determine that extrapolated MRLs, if derived from adequate initial
data, does not represent any additional risks to public health.

General Aspects

o Generally, comprehensive data packages for veterinary drugs are available for at least one (or more)
species of animals that are farmed in large numbers (i.e. “major” species).

o Extrapolation of MRLs is generally required for species which are farmed in small numbers for which
a full data package to establish JECFA MRLs by normal procedures is not available.

o While considering extrapolation of MRLs between species, focus should be on criteria that are likely
to be least variable. Avoiding, or minimising the weightage of, factors that will likely have higher
variation will ensure that food safety is not compromised.

e Precaution is an inherent element of risk analysis. Sources and degree of uncertainty and variability
should be explicitly considered in the risk analysis process. Where there is sufficient scientific
evidence to allow JECFA to proceed to extrapolate MRLs, the assumptions used for risk analysis
should reflect the degree of uncertainty and the characteristics of the potential hazard.

e  MRL extrapolation should be based on the principles of risk assessment. Due consideration should be
given to - 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., minor species tissues are consumed less frequently and in smaller quantity) and the
adequacy of the safety factors already inherent in the establishment of MRLSs.

e While extrapolating MRLs, relevant data should be considered from different parts of the world and
should include consideration of different consumption patterns, however such a consideration should
not preclude extrapolation of MRLSs.

e The list of priority drugs and species and tissues for extrapolation should be made available by
CCRVDF and kept up to date for priority setting.

Proposed Risk Assessment Policy for JECFA

2. In order to extrapolate MRLs, it should be considered that the marker residue in target tissues of the
new (extrapolated) species is present in concentrations high enough that can be monitored by the available
analytical method. This means that limited pharmacokinetic and/or residue depletion data may be required in
species in which the MRLs are to be extrapolated.

3. JECFA should consider that those drugs in which the parent compound is the marker residue are good
candidates for MRL extrapolation.

4. There should be sufficient information to determine that a unique metabolite(s) of toxicological
concern is unlikely to occur in species in which MRLs are going to be extrapolated. In the absence of
species-specific metabolism data, information from a theoretical metabolic reaction pathway that the drug
(and/or drug class of which the parent compound is a member) could undergo may be considered.
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5. JECFA should take into account that physiologically-related food producing species (ruminants to
ruminants, monogastric to monogastric), generally exhibit similar patterns of metabolism and residues.
Therefore extrapolation of MRLs between related tissue matrices of similar species is justified (e.g., cattle
liver to sheep liver). If the metabolic profile of a particular compound is known to be different between such
species, information regarding the ratio of MR/TR should be sought. Such ratios can then be used to make
appropriate modifications to the extrapolated MRL.

6. Where identical or only slightly different, MRLs have been established for the same tissue matrices in
three different animal classes (e.g., ruminant, monogastric and avian) based on separate and complete residue
data packages, these MRLs could possibly be extrapolated to all food-producing animals (except fish and
honey).

7. Substances for which no or limited metabolism occurs (e.g. sulfonamides, penicillins and
tetracyclines), or the metabolites have little or no pharmacologic/toxicologic activity compared to the parent
compound, are also likely to be good candidates for group MRLs. However, this may need consideration that
the toxicity/antimicrobial activities of chemicals within that class are comparable.

8. JECFA should consider alternative ways for extrapolating MRLs to honey since simple extrapolation
of MRLs from animal tissues to honey may not be scientifically justifiable. For example, this could be
addressed by using the most conservative MRL, applying an appropriate correction factor to account for the
uncertainty (e.g., lack of data on MR/TR ratio, residue depletion/degradation in honey compared to in animal
tissues etc.), and considering the differences in consumption factors of honey and the tissue from which
MRL is to be extrapolated.

9. JECFA should consider alternative ways for extrapolating MRLs to fish. Metabolism in fish is likely
to be slower than in warm-blooded animals and the parent compound is the most common marker residue
identified in fish. As a result, the MR/TR ratio is likely to be higher in fish (MR being the parent compound),
and the muscle MRL extrapolated from warm-blooded animal to fish is likely to be conservative. However,
consideration should be given to that the MRLs established in such manner are not overly conservative.
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