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CL 2003/11-RVDF

March 2003
TO: Codex Contact Points
Interested International Organizations
FROM: Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food Standards
Programme
FAO, Videdelle Terme di Caracalla, 00100 Rome, Italy
SUBJECT: Distribution of the Report of the Fourteenth Session of the Codex Committee on

Residues of Veterinary Drugsin Foods (ALINORM 03/31A)

The report of the Fourteenth Session of the Codex Committee on Residues of Veterinary Drugs in Foods
(CCRVDF) is attached. It will be considered by the 26™ Session of the Codex Alimentarius Commission (Rome,
30 June - 5 July 2003)

PART A: MATTERS FOR ADOPTION BY THE 26" SESSION OF THE CODEX ALIMENTARIUS COMMISSION
AT STEP 8, STEP 5/8 AND STEP 5

i. Draft Maximum Residue Limitsat Step 8 (ALINORM 03/31A, Appendix 1)

ii. Draft Maximum Residue Limitsat Step 5/8 (ALINORM 03/31A, Appendix 111)

iii. Proposed Draft Maximum Residue Limitsat Step 5 (ALINORM 03/31A, Appendix V)

Governments and interested international organizations are invited to comment on the above texts and should do
so in conformity with the Procedures for the Elaboration of Codex Standards and Related Texts (Codex
Alimentarius Procedural Manual, Twelfth Edition, pages 20-21). Comments should be forwarded to the
Secretary, Codex Alimentarius Commission, FAO, Viale delle Terme di Caracalla, 00100 Rome, Italy (fax +39
06 57054593; e-mail codex@fao.org), not later than 16 May 2003.

PART B: REQUEST FOR COMMENTS

i. Proposed Draft Revised Guidelines for the Establishment of a Regulatory Program for the
Control of Veterinary Drug Residues in Foods, including Appendix on the Prevention and
Control of Drug Residues in Milk and Milk Products (CX/RVDF 03/7 and CX/RVDF 03/5). See
also paras. 83 through 85 and paras. 69 through 72 of this report.

ii. Proposed Draft Code of Practice to Minimize and Contain Antimicrobial Resistance (CX/RVDF
03/6). See dso paras. 73 through 80 of this report.

Governments and interested international organizations are invited to provide their comments on the above texts
(CX/RVDF 03/7, CX/RVDF 03/5 and CX/RVDF 03/6). Comments should be forwarded to U.S. Codex Office,
Food Safety and Inspection Service - US Department of Agriculture, Room 4861 South Building, 14000
Independence Ave., SW - Washington, DC, 2025 USA (fax. +1 202 720 3157; e-mail: uscodex@usda.gov) with
a copy to the Secretary, Codex Alimentarius Commission, FAQO, Viale delle Terme di Caracalla, 00100 Rome,
Italy (fax +39 06 57054593; e-mail codex@fao.org), not later than 30 June 2003.
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PART C: REQUEST FOR INFORMATION

i. Information on needs of developing countries related to validation of analytical methods. The 14"
CCRVDF in discussing the recommendations of the report of the ad hoc Working Group on Methods of
Analysis and Sampling noted that in order to better address the needs of developing countries, criteria
for methods of validation needed to be developed. In this regard it was suggested that developing
countries may wish to assess methodology needs in order to submit these concerns for consideration by
the ad hoc Working Group and consequently by the CCRVDF (see paras. 102 through 104 of this
report).

Governments and interested international organizations wishing to provide information on the above should do

so in writing to the U.S. Codex Office, Food Safety and Inspection Service - US Department of Agriculture,

Room 4861 South Building, 14000 Independence Ave.,, SW - Washington, DC, 2025 USA (fax. +1 202 720

3157; e-mail: uscodex@usda.gov) with a copy to the Secretary, Codex Alimentarius Commission, FAQO, Viale

delle Terme di Caracalla, 00100 Rome, Italy (fax +39 06 57054593; e-mail codex@fao.org), not later than 30

December 2003.
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SUMMARY AND CONCLUSIONS

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

MATTERSFOR ADOPTION BY THE 26" SESSION OF THE CODEX ALIMENTARIUS COMMISSION:

The Committee recommended to the Commission:;
Adoption of texts at Step 8

Draft MRLsfor Clenbuterol and Deltamethrin (Appendix 11).

Adoption of texts at Step 5/8

Draft MRL for Dihydrostreptomycin / Streptomycin in sheep’s milk (Appendix I11).

Adoption of textsat Step 5

Proposed Draft MRL for adoption at Step 5 for Cefuroxime (Appendix V).

MATTERS FOR CONSIDERATION BY THE 26'" SESSION OF THE CODEX ALIMENTARIUS COMMISSION:

The Committee recommended:

Proposal for new work

Priority List of Veterinary Drugs Requiring Evaluation of Re-evaluation (Appendix VII).

Revision of previoudy adopted MRL

MRL for Dihydrostreptomycin / Streptomycin in cow’s milk adopted by the 24™ CAC asfull MRL.

Adoption of MRLs submitted by 13" CCRVDF (ALINORM 03/31)

Draft MRL for Oxytetracycline in fish tissue at Step 8 (ALINORM 03/31, Appendix I1) asfull MRL;

Draft MRLs for Phoxim in pig and sheep tissues at Step 5/8 (ALINORM 03/31, Appendix I1) as full
MRLsS;

Draft MRL for Ivermectinin cow’s milk at Step 5/8 (ALINORM 03/31, Appendix I11) asfull MRL;

Draft MRLs for Lincomycin in pig and chicken tissues and in cow’s milk as recommended by 58"
JECFA (WHO TRS911).

Return to Step 6 MRL s submitted by 13" CCRVDF for final adoption

Draft Temporary MRLs for Cyhaothrin (ALINORM 03/31, Appendix IIl) pending further re-
consideration by JECFA;

Draft Temporary MRLs for Phoxim in cattle tissues and cow’s milk (ALINORM 03/31, Appendix I11)
pending the JECFA re-evaluation.

Withdraw of draft MRLs

Draft MRLs for Lincomycin in cattle and sheep tissues, submitted by 13" CCRVDF for final adoption
(ALINORM 03/31, Appendix I11);

Draft MRLs for Thiamphenicol, returned to step 6 by 13" CCRVDF (ALINORM 03/31, Appendix V).

Y9015/E
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MATTERSOF INTEREST TO THE COMMISSION:
The Committee agreed:
Draft and Proposed Draft MRLS

* Toretain a Step 6 the draft MRLs for Flumequine, Neomycin, Dicyclanil, Melengestrol acetate and
Trichlorfon (metrifonate) (Appendix IV);

* Toreturnto Step 4 the proposed draft MRLs for Cypermethrin and a pha-Cypermethrin (Appendix VI).

Proposed Draft Revised Guidelines for the Establishment of a Regulatory Program for the Control of
Veterinary Drug Residues in Foods, including the Appendix on the Prevention and Control of Drug Residues
in Milk and Milk Products

» To return the proposed draft Revised Guidelines for the Establishment of a Regulatory Program for the
Control of Veterinary Drug Residues in Foods, including the Appendix on the Prevention and Control of
Drug Residues in Milk and Milk Products to Step 2) for revision by a drafting group and further
consideration at its 15" Session (paras. 71-72 and 85).

Proposed Draft Code of Practice to Minimize and Contain Antimicrobial Resistance

» Toreturn the proposed draft Code of Practice to Minimise and Contain Antimicrobia Resistance to Step
2 for revision by a drafting group and further consideration at its 15" Session (paras. 79-80).

General Consideration on Analytical Methods for Residues Control (Annex to the Proposed Draft Revised
Guidelines for the Establishment of a Regulatory Program for the Control of Veterinary Drug Residues in
Foods

* Toreview Part Il of the Guidelines for the Establishment of a Regulatory Program for the Control of
Veterinary Drug Residues in Foods for inclusion into the Proposed Draft Revised Guidelines for the
Establishment of a Regulatory Program for the Control of Veterinary Drug Residues in Foods at a later
stage (para. 105).

Risk Management Methodol ogies, including Risk Assessment Policies in the Codex Committee on Residues
of Veterinary Drugs in Foods

* Toprepare arevised version of the Discussion Paper, which also should specifically address the issue of
substances with no ADI and/or MRL, for consideration at its 15" Session (paras. 95-96).

Residue Issues

» To discontinue work on this specific item as the recommendations of the discussion paper were under
active consideration elsewhere (paras. 100-101).

Performance-based Criteriafor Methods of Analysisfor Veterinary Drug Residues in Foods

* To continue the work on the Criteria relating to the selection of methods of analysis for veterinary drug
residues and to better address the needs of developing countries (paras. 104-106).

Identification of Routine Methods of Analysis for Veterinary Drug Residues

» To continue the work on the review and recommendations of methods of analysis and the updating of
methods of validation (para.109).
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L1ST OF ABBREVIATIONS USED IN THIS REPORT

ADI Acceptable Daily Intake

bw body weight

CAC Codex Alimentarius Commission

CAC/RCP Codex Alimentarius Commission / Recommended Code of Practice
CAC/GL Codex Alimentarius Commission / Guidelines

CCMAS Codex Committee on Methods of Analysis and sampling
CCPR Codex Committee on Pesticide Residues

CCRVDF Codex Committee on Residues of Veterinary Drugs in Foods
Cl Consumers International

CL Circular Letter

CRD Conference Room Document

EC European Community

FAO Food and Agriculture Organization of the United Nations
IFAH International Federation for Animal Health

IPCS International Programme on Chemical Safety

IUPAC International Union of Pure and Applied Science

JECFA Joint FAO/WHO Expert Committee on Food Additives

JMPR Joint FAO/WHO Mesting on Pesticide Residues

MRL Maximum Residue Limit

MRLVD Maximum Residue Limit for Veterinary Drug

OIE Office International des Epizooties/ International Office of Epizootics
QA Quality Assurance (systems)

us United States

VICH International Harmonization of Veterinary Medicinal Products
WHO World Health Organization

WTO World Trade Organization
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REPORT OF THE FOURTEENTH SESSION OF THE CODEX COMMITTEE
ON RESIDUES OF VETERINARY DRUGSIN FOODS

OPENING OF THE SESSION

1 Dr. Lester Crawford, Deputy Commissioner, United States Food and Drug Administration, opened
the 14™ Session of the Codex Committee on Residues of Veterinary Drugs in Foods, which was held from 4-
7 March 2003 in Arlington, Virginia, at the kind invitation of the Government of the United States of
America.  The Session was chaired by Dr. Stephen Sundlof, Director, Center for Veterinary Medicine,
United States Food and Drug Administration. The Sesson was attended by 147 participants from 36
member countries and 12 international organizations. A complete list of participantsis attached at Appendix
l.

ADOPTION OF THE AGENDA (Agenda Item 1)*
2. The Committee adopted the Provisional Agenda as proposed.

3. The Committee agreed to discuss the proposed draft Guidelines for the Establishment of a
Regulatory Programme for the Control of Veterinary Drugs in Foods (Agenda Item 8) prior to considering
the proposed draft Appendix on the Prevention and Control of Veterinary Drug Residues in Milk and Milk
Products (Agenda Item 6).

4, The Committee also agreed to consider the following:

* An Information Paper (prepared by Consumers International) on the Presence of Antimicrobial
Resistant Pathogens in Retail Products: A Report on Tests by Members of Consumers International
in Australia and the United States (CRD 5) under Agenda Item 7;

A Proposa (prepared by Thailand) for Risk Analysis on Substances with No Acceptable Daily
Intakes and/or Maximum Residue Limits (CRD 6) under Agendaltem 9;

* A suggestion submitted by the representative of the European Commission to consider the
scheduling and coordination of meetings of the CCRVDF and of the JECFA under Agenda Item 13,
and,

» A suggestion submitted by the representative of Costa Rica on the provision of interpretation at ad
hoc Working Group Meetings held immediately prior to the CCRV DF under Agenda ltem 13.

APPOINTMENT OF RAPPORTEUR (Agenda Item 2)
5. The Committee appointed Dr. James MacNeil (Canada) to serve as Rapporteur to the Session.

MATTERS REFERRED FROM THE CODEX ALIMENTARIUS COMMISSION AND OTHER
CODEX COMMITTEES (Agenda Item 3a)’

6. The Committee noted matters arising from the 50" Session (June 2002) of the Executive Committee
and other Codex Committees related to the Draft Medium-Term Plan 2003-2007; Risk Analysis Palicies of
the Codex Alimentarius Commission; relevant decisions of the Executive Committee on proposed draft
Maximum Residue Limits (MRL) for Veterinary Drugs submitted for preliminary adoption at Step 5,
consideration of new work proposas and the discontinuation of work; Antibiotics Used on Agricultural
Commodities and Antimicrobial Resistant Bacteriain Food; Residues of Chloramphenicol in Shrimp; Single
Laboratory Validation: Consideration of Harmonized IUPAC Guidelines for the In-House Validation of
Methods of Analysis, and; Requirements for Single Laboratory Validation for Codex Purposes.

! CX/RVDF 03/1.
2 CX/RVDF 03/2
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7. The Committee agreed to consider the request® of the 13" Session (October 2002) of the FAO/WHO
Regional Coordinating Committee for Asia related to the establishment of a MRL for chloramphenicol in
shrimp and analytical methodology for the determination of residues of substances not permitted or severely
restricted in foods under Agenda Item 9.

8. The Committee strongly supported the efforts* of the most recent 24™ Session (November 2002) of
the Codex Committee on Methods of Anaysis and Sampling to elaborate an amendment to the Codex
Alimentarius Procedural Manual on the use of single-laboratory validation of methods of analysis for Codex
purposes. The Committee agreed that this issue should be of high priority. It further agreed that the
amendment of the Procedural Manual should be sufficiently generic to be of use to the CCRVDF and other
Codex Committees. The Committee noted that this subject would be further considered by the CCRVDF
under Agenda Item 11(a).

REPORT ON THE 58™ AND 60" MEETINGS OF THE JOINT FAO/WHO EXPERT
COMMITTEE ON FOOD ADDITIVES (Agenda Item 3b)®

9.  The JECFA Secretariat summarised the results of the 58" (February 2002) and 60™ (February 2003)
meetings of JECFA.

10. The JECFA Secretariat informed the Committee that: the roster of experts for 2003-2006 had been
finalised and the names of experts selected were available on the JECFA web-page®; the FAO/JECFA web-
page had been remodelled and open for comments; and, FAO Food and Nutrition Paper No. 41/1-14 would
be made available on-line in June 2003.

Report of the 58" JECFA Meeting

11. Fourteen substances were evaluated by the 58" meeting of JECFA: the anthelmintic agents:
doramectin, ivermectin and tiabendazole; the antimicrobial agents. cefuroxime, dihydrostreptomycin and
streptomycin, lincomycin, neomycin, oxytetracycline and thiamphenicol; the insecticides. cyhalothrin,
cypermethrin, alpha-cypermethrin and phoxim; and the production aid: melengestrol acetate.

Doramectin

12. The 58" JECFA assessed the ADI previously established by the 50" meeting and concluded that the
use of an additional safety factor was not necessary. The ADI was therefore increased from 0-0.5 pg/kg bw
to 0-1 pg/kg bw. The MRLs recommended by previous meetings were maintai ned.

13. The Committee noted that the MRLs for doramectin in cattle and pig tissues were adopted as final
texts by the 22™ and 24™ Sessions of the Commission.

14. Notwithstanding that the ADI had been increased, the Committee did not discuss or revise the MRLs
previoudy adopted by the Commission as there were no specific JECFA recommendation in this regard.

| vermectin

15. The 58" JECFA evaluated new data on the topical use of ivermectin in lactating cattle and methods
for analyzing residues in milk from treated cows. JECFA recommended revising the previous temporary
MRL of 10 ug/kg established by the 54™ JECFA for cow’s milk asafull MRL.

16. The Committee noted that the temporary MRL for ivermectin in cow’'s milk was advanced to Step
5/8 by the 13" CCRVDF".

8 ALINORM 03/15, paras. 151-155

4 ALINORM 03/23, paras. 96-104

5 WHO TRS 911 (Fifty-eighth report of the Joint FAO/WHO Expert Committee on Food Additives); CRD 1 (Summary and
Conclusions of the 60" Meeting of the Joint FAO/WHO Expert Committee on Food Additives)

6 http://www.fao.org/es/ESN/jecfalindex_en.stm; http://www.who.int/pcs/jecfaljecfahtm

7 ALINORM 03/31, para. 41 and Appendix |11
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17. The representative of the European Community, confirming its written comments and other
delegations did not support the recommendation to adopt the full MRL for ivermectin in cow’s milk for
various reasons, including: for consumer safety consideration, the residue of concern should be the total
residue; the data concerning milk residues evaluated at the 54" and 58" JECFA did not consider the
relationship between marker and total residues in milk and it was likely that the MRL for cow’s milk would
result in consumer intake exceeding the ADI, and; there was only limited information concerning the
residues following different routes of administration.

18. Other delegations were in support of the final adoption of the full MRL as there did not seem to be
an urgent human safety risk linked to the residues of this substance; the important use of this compound in
many countries, and; as no new data had become available to justify the re-evaluation of this substance by
JECFA. Concerns were also expressed that the MRL was established based only on data for topical
application and about prolonged withdrawal times in milk when administered by other routes.

19. Asthe additional data that had been requested to justify a further JECFA review of the MRL for
ivermectin in cow’s milk were not available at present, the Committee recommended that the 26™ Session of
the Commission adopt the MRL for ivermectin in cow’s milk as afull MRL, and with the understanding that
if new data became available, the CCRVDF would consider requesting JECFA to conduct a further review.

Tiabendazole (thiabendazole)

20. The Committee noted that JECFA had reviewed previously submitted documents on the toxicol ogy
of tiabendazole and adopted an Acute Reference Dose of 100 pg/kg bw, the same value as the ADI of 0-100
ng/kg bw established at its 40" meeting. The MRLs were not discussed by the 58" meeting of the Expert
Committee.

Cefuroxime

21. The antimicrobia agent cefuroxime was evaluated for the first time by JECFA, which adopted a
temporary ADI of 0-30 pg/kg bw, and requested further information on the nature and pathways for
formation of the residues occurring in milk and their toxicological significance. The JECFA recommended a
temporary MRL of 50 pg/kg for cow’s milk.

22. The Committee noted that the MRLs for this compound would be considered under agenda item 5
(see para. 64).

Dihydrostreptomycin/Streptomycin

23. The 58" JECFA considered new information on the analytical method for the determination of
residues in cow’s milk and reviewed new data for the establishment of an MRL for milk from sheep. It
recommended adopting the previous temporary MRL of 200 pg/kg for cow’s milk from the 52™ meeting as
full MRL and proposed a new MRL with the same value for sheep milk. All other MRLs discussed by the
52™ JECFA were maintained.

24.  The Committee noted that the temporary MRL for dihydrostreptomycin/streptomycin in cow’s milk
was adopted by the 24™ Session of the Codex Alimentarius Commission.

25.  The Committee recommended that the 26™ Session of the Commission revise the previously adopted
MRL for dihydrostreptomycin/streptomycin in cow’s milk as a full MRL. The Committee noted that the
MRL for dihydrostreptomycin/streptomycin in sheep milk would be considered under agenda item 5 (see
para. 66).

Lincomycin

26. The 54" meeting of JECFA recommended the following MRLs for cattle, pigs, sheep and chicken:
100 pg/kg for muscle, 500 pg/kg for liver, 1500 pg/kg for kidney and 100 pg/kg for fat. Only the MRLs for
pigs and an additional MRL of 150 pg/kg for cow’s milk were recommended as full MRLs.
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27. At the recently held 58" meeting of JECFA the Committee decided not to recommend MRLs for
cattle and sheep tissues (with the exception of the MRL for cow’s milk). Due to new information available
the MRLs for pigs’ and chickens' tissues were recommended as follows. 200 pg/kg for muscle, 500 pg/kg
for liver, 500 pg/kg for kidney of chickens and 1500 pg/kg for kidney of pigs, and 100 pg/kg for fat. In a
footnote the Expert Committee recommended for both species an additional MRL for skin with adhering fat
of 300 pg/kg.

28. The Committee noted that the MRLs for lincomycin were advanced to Step 5/8 by the 13"
CCRVDF®.

29. The Committee requested the 26" Session of the Codex Alimentarius Commission to withdraw all
the MRLs for lincomycin in cattle and sheep tissues and to confirm the MRLs in pig and chicken tissues and
cow’ s milk as proposed by the 58" JECFA.

Neomycin

30. At its 58" meeting JECFA decided to maintain the MRLS recommended at the 52™ meeting and to
revise them at a subsequent meeting when the ADI would be reconsidered (i.e., at the 60" meeting of
JECFA).

31. The Committee noted that the MRLs for this compound would be considered under agenda item 5
(see para. 57).

Oxytetracycline

32.  The 58" Meeting of JECFA recommended establishing the previous temporary MRL of 200 pg/kg
for fish asafull MRL. JECFA did not review the other MRLs for chlortetracycline or tetracycline.

33. The Committee noted that the MRL for oxytetracycline in fish tissue was advanced to Step 8 by the
13" CCRVDF’.

34. The Representative of the European Commission, confirming the comments made by the European
Community, reiterated its concern on the approach used by JECFA by dropping the safety factor in
establishing the ADI for this substance and indicated that the EC was not in agreement with the proposal to
adopt the full MRL as proposed by the 58" JECFA .

35. As additional data to justify a further JECFA review of the group ADI for tetracyclines was not
available at present, the Committee recommended that the 26™ Session of the Commission adopt the MRL
for oxytetracyclinein fish tissue as afull MRL.

Thiamphenicol

36. Since no new data had been received, the 58" JECFA withdrew the temporary MRLs for
thiamphenicol that had been recommended by the 52™ meeting.

37. The Committee noted that the MRLs for this compound would be considered under agenda item 5
(see para. 59).

Cyhalothrin

38. The 58" JECFA extended the temporary ADI and MRLs which had been recommended by the 54"
meeting for reconsideration until 2004.

39. The Committee noted that the MRLs for cyhalothrin in cattle, pig and sheep tissue and in cow’s milk
were advanced to Step 5/8 by the 13" CCRVDFY.

40. The Committee recommended to the 26™ Session of the Commission to return the temporary MRLS
for cyhalothrin to Step 6, pending further re-consideration by JECFA.

8 ALINORM 03/31, para. 42 and Appendix |11
o ALINORM 03/31, paras, 30-31 and Appendix |1
10 ALINORM 03/31, paras. 38-39 and Appendix 111
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Cypermethrin and alpha-Cypermethrin

41. The 54" JECFA meeting did not extend the temporary MRLs for both veterinary drugs because data
that were requested by a previous meeting had not been submitted at that time. Since the 58" meeting
received new information which addressed the issues in question, JECFA recommended full MRLs for
cypermethrin if used on sheep (20 pg/kg for muscle, 20 pug/kg for liver, 20 pg/kg for kidney, 200 pg/kg in
fat) and for apha-cypermethrin used on cattle and sheep (100 ug/kg for muscle, 100 pg/kg for liver, 100
po/kg for kidney and 1000 pg/kg in fat). In addition, an MRL of 100 pg/kg in cow’s milk for alpha-
cypermethrin was recommended. All these MRLs were based on the ADI established by the 47" meeting of
JECFA.

42.  The Committee noted that the MRLs for these compounds would be considered under agendaitem 5
(see para. 65).

Phoxim

43.  The 54™ meeting of JECFA recommended temporary MRLs of 50 pg/kg for muscle, 50 pg/kg for
liver, 500 pg/kg for kidney and 400 pg/kg for fat in pigs, goats and sheep. The 58" Meeting of JECFA
recommend establishing these temporary MRLs as full MRLs.

44. The 58" meeting of JECFA also maintained the temporary MRLs with the same values for cattle
tissues and for cow’s milk pending the submission of further data on a GLP/compliant study on residue
depletion in cattle required for 2004.

45.  The Committee noted that the MRLs for phoxim in cattle, pig and sheep tissue and in cow’s milk
were advanced to Step 5/8 by the 13" CCRVDF™.

46.  The Committee recommended to the 26" Session of the Commission to adopt full MRLs for phoxim
in pig and sheep tissues (at Step 5/8) and to return the temporary MRLs for cattle tissues and cow’s milk to
step 6 pending the JECFA reevaluation.

Melengestrol acetate

47.  The 58" Meeting of JECFA recommended establishing the previous temporary MRL of 5 pg/kg for
liver and 2 pg/kg for fat in cattle as full MRLSs.

48. The Committee noted that the MRLs for this compound would be considered under agenda item 5
(see para. 63).

Joint FAO/WHO Project to Update Principlesfor the Risk Assessment of Chemicalsin Food

49. The 58" meeting of JECFA also discussed the joint initiative of FAO and WHO to review the
principles applied by JECFA and JIMPR when performing risk assessments of chemicals in food. The Joint
Secretariat presented the current status of the project which followed up on a request of the Melbourne
Conference of 1999. In December 2002 the first workshop, which was hosted by the United Kingdom'’ s Food
Standards Agency, addressed toxicological principles; further workshops will cover exposure assessment,
specifications of food chemicals, and setting of MRLs for pesticides and veterinary drugs. The Joint
Secretariat stressed that the progress of the Project to Update Principles for the Risk Assessment of
Chemicals in Food would depend on the commitment of sponsors to host workshops and a planned fina
consultation.

1 ALINORM 03/31, para. 20 and Appendix I1I
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Report of the 60" JECFA Meseting

50. The Summary Report of the recent 60" meeting of JECFA, which was held in Geneva, 6-12
February 2003, was introduced by the Joint Secretariat. The Committee assessed neomycin, flumeguine,
imidocarb, deltamethrin, dicyclanil, trichlorfon (metrifonate) and carbadox. The Expert Committee reviewed
the approach proposed in the IPCS Conceptual Framework for Evaluating a Mode of Action for Chemical
Carcinogenesis and agreed to use it for evaluating compounds for carcinogenic potential. Based on newly
available data JECFA decided therefore to remove the ADI and MRL for flumequine and the MRL for
carbadox. The Expert Committee confirmed also the principle that in virtually all instances a marker residue
isasingle (specific) compound.

51. The Joint Secretariat informed the Committee that the publication of the full and final report of the
60" meeting of JECFA was under preparation. The CCRVDF reconfirmed its earlier decision that MRLs
would not normally be considered on the basis of JECFA summary reports unless otherwise justified for a
specific reason.

REPORT ON OIE ACTIVITIES, INCLUDING THE HARMONIZATION OF TECHNICAL
REQUIREMENTSFOR THE REGISTRATION OF VETERINARY MEDICINAL PRODUCTS
(VICH) (Agenda I tem 4)*

52. The representative of the International Office of Epizootics (OIE) presented an update on the new
directions of the OIE regarding the sanitary safety of foods, and on the Internationa Harmonization of
Veterinary Medicinal Products (VICH) and on the guidelines on antibiotic resistance. He emphasized the
importance given by the OIE to the international harmonization of veterinary drugs.

New Directions of the OIE

53.  The Committee noted that the 70" General Session of the International Committee of the OIE (May
2002) adopted several recommendations concerning the OIE mandate regarding the sanitary safety of foods
of animal origin including the relationship with pertinent international agencies, especially FAO and WHO.
The Committee also noted the establishment of a permanent OIE working group on the sanitary safety of
foods that will ensure coordination and follow-up to OIE activities related to sanitary measures to be
practiced prior to animal slaughter and to the first transformation of the animal products.

54. Thefirst meeting (November 2002) of the permanent OIE Working Group on the Sanitary Safety of
Foods of Animal Origin recommended that its work program encompass several issues, including the OIE
and Codex Alimentarius Commission review of the current standards of the two organizations and the
identification of areas that are not covered or redundant and the establishment of procedures for developing
common or linked standards on common subjects of interest, including current Codex work on general
principles for meat and poultry hygiene.

I nter national Har monization Related to Veterinary Drugs (VICH)

55.  The Committee noted that the 10™ Meeting of the Steering Committee of the VICH was held in April
2002 and that the 11™ Meeting of the Steering Committee and the VICH 2 Conference were held in October
2002. It was noted that various guidelines were adopted and implemented by these meetings and that since
the establishment of the VICH in 1996, 25 guidelines had been adopted and implemented in Europe Union,
Japan, the US and the observer countries Australia and New Zealand. The VICH 3 Conference will be held
in the United States in the spring of 2005. The representative of OIE emphasized the important role of VICH
in the harmonization of veterinary drug registration and noted the importance of this work due to the growing
number of observersto VICH.

12 CX/RVDF 03/3
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Guidelines on Antibiotic Resistance

56. The Committee noted that in response to a recommendation adopted by the International Committee
of the OIE in May 1999, the OIE had established a pandl of experts, including representatives of FAO and
WHO, who were charged with the development of guidelines related to antibiotic resistance. It was
proposed that the guidelines would include the harmonization of monitoring plans and laboratory methods
for antibiotic resistant animal bacteria, the monitoring of antibiotics used in anima husbandry and the
prudent use of antibiotics in animal husbandry and the analysis of risks for public health. The Committee
noted that these first four guidelines will be submitted for adoption by the International Committee of the
OIE. in May 2003. The OIE representative also noted that Codex initiatives complemented many of the OIE
activitiesin this regard.

CONSIDERATION OF DRAFT MAXIMUM RESIDUESLIMITSFOR VETERINARY DRUGS
(Agendaltem 5)

57. The Committee retained at Step 6 MRLs for flumequine, neomycin, dicyclanil and trichlorfon
(metrifonate) which were reconsidered by the 60™ meeting of JECFA and reaffirmed the earlier decision that
MRLs would not normally be considered on the basis of JECFA summary reports unless otherwise justified
for a specific reason.

Part 1 —Draft Maximum Residues Limitsfor Veterinary Drugsretained at Step 6"
58. The Committee noted that the 13" CCRV DF had returned several draft MRLsto Step 6.

Thiamphenicol

59. In view of the recommendation from the 58" meeting of JECFA (see para. 36), the Committee
requested the 26" Session of the Codex Alimentarius Commission to withdraw the MRLs for thiamphenicol.

Part 2 — Draft Maximum Residues Limitsfor Veterinary Drugs adopted at Step 5

60. The Committee noted that the 50" Session of the Executive Committee adopted proposed draft
maximum residue limits for veterinary drugs at Step 5 (ALINORM 03/3A, para. 71 and Appendix I1) for
circulation and comments at Step 6 on the basis of proposals arising from the 13" CCRVDF.

Clenbuterol

61. The Committee advanced the MRLs for clenbuterol with the inclusion of the footnote to Step 8 for
final adoption by the 26™ Session of the Commission.

Deltamethrin

62. The Committee advanced the MRLs for deltamethrin to Step 8 for final adoption by the 26™ Session
of the Codex Alimentarius Commission, although this compound was considered by the 60" meeting of
JECFA. The Committee noted that JECFA had not recommended a change to the ADI or the MRLs and the
guestion concerning the theoretical maximum daily intake derived from its use as a pesticide, had been
addressed by the 2002 meeting of the Joint FAO/WHO Meeting on Pesticide Residues (JMPR).

Melengestrol acetate

63. The Committee agreed to retain the MRLs for melengestrol acetate at Step 6 and requested JECFA
re-evaluation (see para. 113).

13 ALINORM 03/31, Appendix IV

14 ALINORM 03/31, Appendix V; CX/RVDF 03/4 “Comments submitted in response to CL 2001/49-RV DF, Part B (from
Czech Republic, United States and European Community); CL 2002/32-RV DF (from Canada, Costa Rica, United States and
European Community) and CL 2002/34-RVDF, Part A (from United States and European Community)
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Part 3 —Proposed Draft Maximum Residues Limitsfor Veterinary Drugsat Step 4"

Cefuroxime

64. The Committee advanced the MRLs for cefuroxime to Step 5 for preliminary adoption by the 26"
Session of the Commission. The observer of the European Community, referring to its written comments,
raised concerns that not all microbiologically active residues had been considered by JECFA and that the
proposed MRLs could not safeguard inhibition of acid production in dairy starter cultures. The Committee
noted that JECFA would review these issues on the basis of comments received and data requested.

Cypermethrin and alpha-Cypermethrin

65. The Committee retained the MRLs at Step 4 in view of concerns expressed on the eaboration of
separate MRLs for both compounds and requested that JECFA and JMPR consider the establishment of one
ADI and one set of MRLs based on one suitable marker residue for the entire cypermethrin group. The
Committee noted that this could be accomplished with existing data already submitted to JECFA and IMPR.

Dihydrostreptomycin/Streptomycin (in sheep’ milk)

66. The Committee advanced the proposed draft MRL for dihydrostreptomycin/streptomycin in sheep’s
milk for final adoption a Steps 5/8 (with the omission of Steps 6 and 7) by the 26" Session of the
Commission.

Status of the Draft and Proposed Dr aft Maximum Residue Limitsfor Veterinary Drugs

67. Draft MRLVDs advanced for fina adoption at Step 8 are attached at Appendix Il. Proposed draft
MRLV Ds advanced for final adoption at Steps 5/8 (with the omission of Steps 6 and 7) are attached at
Appendix I1l. Draft MRLVDs retained at Steps 6 are attached at Appendix 1V. Proposed draft MRLVDs
advanced for preliminary adoption at Step 5 are attached at Appendix V. Proposed draft MRLV Ds retained
a Step 4 are attached at Appendix V1.

68. The Committee requested the 26™ CAC to withdraw the MRLs for thiamphenicol.

PROPOSED DRAFT APPENDIX ON THE PREVENTION AND CONTROL OF VETERINARY
DRUG RESIDUESIN MILK AND MILK PRODUCTS (Agenda Item 6)*

69. The 13" Session of the CCRVDF returned the proposed draft Appendix on the Prevention and
Control of Drug Residues in Milk and Milk Products to Step 2 for redrafting by the United States on the
basis of the Committee’s discussions, written comments submitted and the proposed draft Code of Hygienic
Practice for Milk and Milk Products, for circulation, comment and further consideration at its 14" Session. It
was also agreed that this revision should take account of the review of the Guidelines for the Establishment
of a Regulatory Program for the Control of Veterinary Drug Residues in Foods."

70.  In presenting the document, the delegation of the United States noted that the Appendix was revised
to stress preventative measures at the farm level and to ensure consistency with other related Codex texts. In
this regard, the Committee considered its previous discussions that the revision of the Appendix might more
logically be considered together with the proposed draft Revision to the Guidelines for the Establishment of
aRegulatory Program for the Control of Veterinary Drug Residues in Foods'®.

15 CL 2002/34, Part A and CX/RV DF 03/4 “Comments submitted in response to CL 2002/34-RV DF, Part A (from United
States and European Community)

16 CX/RVDF 03/5 and comments submitted by Colombia, France, the EC (CX/RVDF 03/5-Add. 1) and the Philippines (CRD
11)

e ALINORM 03/31, para. 62.
18 ALINORM 03/31, paras. 61
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Status of the Proposed Draft Appendix on the Prevention and Control of Drug Residuesin Milk and
Milk Products

71. The Committee decided to request comments on document CX/RV DF 03/5 as currently drafted, with
a comment deadline of 30 June 2003 (see Circular Letter to this report). The Committee agreed that a
drafting group™ would prepare a revised version of the Appendix for incorporation into the proposed draft
Revised Guidelines for the Establishment of a Regulatory Program for the Control of Veterinary Drug
Residues in Foods (see Agenda Item 8) by the end of 2003 for circulation, comments and further
consideration at its 15" Session.

72. It was agreed that the Appendix to the Guiddines would be revised by the drafting group on the
basis of written comments submitted at the current meeting and comments to be submitted in response to the
above Circular Letter, and would consider the proposed draft Code of Hygienic Practice for Milk and Milk
Products under development by the Codex Committee on Food Hygiene.

PROPOSED DRAFT CODE OF PRACTICE TO MINIMIZE AND CONTAIN ANTIMICROBIAL
RESISTANCE (Agenda Item 7)

73.  The 13" Session of the CCRVDF agreed that a drafting group under the direction of the United
States would further elaborate a proposed draft Code of Practice to Minimize and Contain Antimicrobial
Resistance for circulation, comment and further consideration at its 14™ Session The Committee aso
agreed that the Secretariat of JECFA might be requested to provide specific input in this regard. The 50"
Session of the Executive Committee approved the elaboration of the Code of Practice as new work.?

74. The FAO Secretariat to JECFA informed the Committee that FAO, WHO and OIE were in the
process of organizing an expert consultation on antimicrobial resistance and that pending the submission of
adequate funding, it was anticipated that the Consultation would be held by the end of 2003 or early in 2004.
The Committee strongly supported the convening of the Expert Consultation jointly proposed by FAO,
WHO and OIE, as well as continued collaboration with the OIE and other international bodies working in the
area of antimicrobial resstance.  The representative of the OIE noted the continued cooperation and
collaboration of their organization in this regard.

75. In presenting the document, the delegation of the United States noted that the drafting group had
identified several issues that required the input of the Committee, as follows:

» Definitions for “non-therapeutic” and “therapeutic”;

» Establishing the criteriaand/or definition of a“critical human disease” and “drugs of importanceto
human medical therapy”;

e Environmental concerns, and;

» Determination of the concentration of active compound in the gut of the animal at the defined dosage
level.

76. The Committee had genera discussions on the proposed draft Code of Practice as well as the
outstanding issues needing consideration as identified by the drafting group. In this regard, the Committee
agreed that a glossary of terms and definitions was necessary. It was suggested that definitions for the terms
antimicrobial, therapeutic and non-therapeutic were required. Although some delegations were of the view
that veterinary antimicrobials should be used for therapeutic uses only, others considered that the use of
veterinary antimicrobials for non-therapeutic purposes could be adequately controlled with a comprehensive
Code of Practice.

. Under the direction of New Zealand, with the assistance of Argentina, Australia, Belgium, Brazil, Canada, China, Colombia,

Costa Rica, France, Ireland, Italy, Korea, Netherlands, Thailand, United Kingdom, United States, ALA, Cl, EC, FAO, IDF,
IFAH and OIE

20 CX/RVDF 03/6 and comments submitted by Australia, Costa Rica, France, EC (CX/RVDF 03/6-Add. 1), Consumers
International (CRD 8) and the Philippines (CRD 11)

2 ALINORM 03/31, para. 77
2 ALINORM 03/3A, para. 64 and Appendix 111
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77. It was aso noted that references in the document to specific activities required to be performed by
veterinarians might be overly prescriptive, especialy since legidation concerning the responsibilities of
veterinarians differed in many countries of the world. However, it was stated by several delegations that the
diagnosis of animal diseases and prescription of veterinary antimicrobias, including treatment and
withdrawal times, should only be performed by veterinarians.

78. The Committee also noted that environmental concerns may need to be considered in the elaboration
of the Code of Practice in order to reflect a multidisciplinary approach and in this manner, the document
would more adequately serve all Codex member governments. However, the difficulty in addressing such
concerns was noted, and it was suggested that additional research was required in this regard. It was aso
stated that the indirect transfer of antimicrobial resistance through the environment could be usefully
addressed by the Expert Consultation.

Status of the Proposed Draft Code of Practice to Minimize and Contain Antimicrobial Resistance

79. The Committee decided to request additional comments on document CX/RVDF 03/6 as currently
drafted, with a comment deadline of 30 June 2003 (see Circular Letter to this report). The Committee agreed
that a drafting group® would prepare a revised version of the proposed draft Code of Practice by the end of
2003 for circulation, comments and further consideration at its 15" Session.

80. It was agreed that the proposed draft Code of Practice would be revised by the drafting group on the
basis of the above discussions, written comments submitted at the current meeting and comments to be
submitted in response to the above Circular Letter and, if possible, would consider the results of the Joint
FAO, WHO and OIE expert consultation on antimicrobia resistance.

ANTIMICROBIAL RESISTANT BACTERIA IN FOOD

81. The Committee received the information presented by Consumers Internationa®. The
Representative of IFAH stated that the submission of such data should be subjected to known protocols.

82. Inregard to the proposed draft Code of Practice to Minimize and Contain Antimicrobial Resistance,
the representative of Consumers International noted that the current approach of establishing MRLs for
single antimicrobia drugs and only considering toxicological data and other data regarding their impact on
gut florafailed to accurately reflect the combined impact of antimicrobia use. They also considered that the
most important aspect of the use of antimicrobials in food producing animals was their impact on the
development of antimicrobial resistant bacteria, which constitute a major public heath problem. The
representative of Cl noted that the current risk assessments provided by JECFA did not address the broader
issue of antimicrobial resistance, and that this gap in the scientific advice provided to Codex needed to be
urgently addressed. The representative also considered that the devel opment of a CCRVDF risk assessment
policy for antimicrobia drugs used in food-producing animals, in consultation with FAO and WHO, was
urgently needed.

= Under the direction of the United States, with the assistance of Australia, Brazil, Canada, China, Costa Rica, Denmark,

Finland, France, Germany, New Zeaand, Sweden, Thailand, United Kingdom, Cl, EC, FAO, IFAH, OIE and WHO

CRD 5 “Information Paper on the Presence of Antimicrobial-Resistant Pathogens in Retail Products: A Report on Tests by
Cl Membersin Australia and the United States’

24
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PROPOSED DRAFT REVISED GUIDELINESFOR THE ESTABLISHMENT OF A
REGULATORY PROGRAM FOR THE CONTROL OF VETERINARY DRUG RESIDUESIN
FOODS (Agenda Item 8)®

83. The 13" Session of the CCRVDF agreed that a drafting group led by New Zealand would prepare
proposed draft revised Guidelines for Establishment of a Regulatory Programme for the Control of
Veterinary Drug Residues in Foods (CAC/GL 16-1993) for circulation, comment and further consideration at
its 14" Session.”® The 50" Session of the Executive Committee approved the revision of the Guidelines as
new work.?” Due to time constraints, comments were not requested on document CX/RVDF 03/7.

84. In presenting the document, the delegation of New Zealand noted that the revised Guidelines were
more reflective of general principles of risk analysis and integrated production approaches being advocated
by the CAC, and that it aso attempted to represent the common principles and approaches that were relevant
to al animal production systems supplying food for human consumption. It was also noted that the
document was revised to more fully address the concerns of developing countries related to consumer
protection and the facilitation of trade and that it was also expanded to include the use of veterinary drugsin
all animals, including fish (aguaculture) and honey-bees. It was stated that the document more clearly
differentiated between the principles and practices applied to national residue control and verification
programs and those relevant to port of entry programs.

Status of the Proposed Draft Revised Guidelinesfor the Establishment of a Regulatory Program for
the Control of Veterinary Drug Residuesin Foods

85. The Committee decided to request comments on document CX/RV DF 03/7 as currently drafted, with
a comment deadline of 30 June 2003 (see Circular Letter to this report). The Committee agreed that a
drafting group® would prepare a revised version of the guidelines by the end of 2003 for circulation,
comments and further consideration at its 15" Session. It was agreed that the Guidelines would be revised
by the drafting group on the basis of comments submitted in response to the above Circular Letter, and
would include the proposed draft Appendix on the Control of Veterinary Drug Residues in Milk and Milk
Products (see Agenda Item 6).

DISCUSSION PAPER ON RISK MANAGEMENT METHODOL OGIES, INCLUDING RISK
ASSESSMENT POLICIESIN THE CODEX COMMITTEE ON RESIDUES OF VETERINARY
DRUGSIN FOODS (Agenda I tem 9)%

86. The 13" Session of CCRVDF generally agreed that risk management methodologies, including
policies for risk assessment and risk management, be drafted to address the needs of the Committee. The
Committee concluded that a drafting group led by France would elaborate an internal policy document on
“Risk Management Methodologies, including Risk Assessment Policies, in the Codex Committee on
Residues of Veterinary Drugs in Foods’ considering Annex |l of CX/RVDF 01/9 and the comments of
JECFA on Annex | of CX/RVDF 01/9. It was agreed that the paper should address the written comments
submitted as well as issues raised at the current meeting under agenda items 9, 10 and 13 that were relevant
to risk analysis. The Committee agreed that the document should be circulated for comment and further
consideration at its next meeting and with the understanding that the policy document would remain as
internal guidance to the CCRVDF.

% CX/RVDF 03/7
® ALINORM 03/31, paras. 101-102
z ALINORM 03/3A, para. 64 and Appendix |11

3 Under the direction of New Zealand, with the assistance of Argentina, Australia, Belgium, Brazil, Canada, China, Colombia,
Costa Rica, France, Ireland, Korea, Netherlands, Thailand, United Kingdom, United States, ALA, CI, EC, FAO, IDF, IFAH
and OIE

® CX/RVDF 03/8; CRD 4 (comments submitted by United States and European Community)
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87. It was further agreed that the drafting group would also consider risk management options for
substances which were on the past agendas of JECFA but for which no ADI or MRLs had been
recommended due to various reasons, including insufficient or lack of data or where no sponsor was
identified.*

88. In presenting the document, the delegation of France noted that the document had been drafted on
the basis of genera principles related to risk management under elaboration by the Codex Committee on
Genera Principles and did not take into account the comments of the 60" meeting of JECFA (February
2003) asthey were not available at the time of drafting.

89. The document described the mandate, the role of various parties with responsibilities in risk
assessment and risk management and the steps of risk management in CCRVDF. It provided practical
recommendations to the questions raised by the CCRV DF regarding the need to accelerate the establishment
of MRLVDs (recommendations 1 and 2), the interactions between risk assessors and risk managers
(recommendations 3 to 6); the establishment of criteria and methods to propose temporary ADIs
(recommendation 7), and; the substances with no acceptable ADI and/or MRLs (recommendation 8).

90. The 14™ Session of CCRVDF also considered a proposal prepared by Thailand on substances with
no ADI and/or MRL®. The proposal of Thailand highlighted the problem of the use of more sensitive
methods of analysis for substances with zero tolerance resulting in technical barriers to trade and
recommended that the CCRVDF consider proposing an FAO/WHO Expert Consultation, which should inter
alia discuss the possibility to develop an operational definition of zero limit and provide guidance on how
changes in analytical methods (e.g. lower limit of detection) should be dealt with in the framework of Codex
Alimentarius and the WTO.

91. The Committee expressed general support for the document prepared by France as the
recommendations adequately addressed issues related to the application of risk analysis policy, the efficiency
of the work of CCRVDF and the proposal of Thailand. It was recommended to better specify the
responsibilities of risk managers and risk assessors, their interactive mechanisms and the communication
aspects in recommendations 3, 5, 6, and 7 and to highlight the primary purpose of protecting consumers
health in the establishment of MRLVDs.

92. Many delegations supported the proposal of Thailand to recommend to the Commission that a
FAO/WHO Expert Consultation be convened to address the issue of substances with no ADI and/or MRLs.
It was observed that the non establishment of ADI/MRLSs for several substances was due to reasons other
than for safety, including the insufficient availability of scientific data, the lack of commercia interest, etc.
In this regard, it was observed that use of terms such as “negative list” would be improper in referring to
these substances. The Committee observed that it was necessary to better specify the problems to be
addressed by the expert consultation and that its convening would be subject to the availability of funds.

93. The Committee requested the JECFA Secretariat to make available a list of compounds which have
been evaluated by JECFA but for which an ADI and/or MRL was not recommended. Such a list should
contain an explanation of the reasons why ADI/MRLs had not been established. It was observed that this list
of compounds analyzed by JECFA would be a starting point for the possible elaboration of a more
comprehensive list of compounds not yet reviewed by JECFA. The JECFA Secretariat informed the
Committee that the list requested would become available on-line from June 2003. Further to the proposal
from some delegations that a list of substances commonly used in veterinary medicine, which had however
never been evaluated by JECFA and for which possibly national MRLs would exist, should be drawn up, the
Representative of the European Community suggested that such list could be established through submission
of national lists of substances used in veterinary medicine. The EC could make available the list of
substances used and for which MRLs have been established in the European Union. Information from the ad
hoc Working Group on Priorities on those priority listed veterinary drugs not considered by JECFA for the
reason that a data package was not made available, would a so assist the Committee’ s work in this area.

%0 ALINORM 03/31, paras. 69-70
sl CRD 6 “Proposal of for risk analysis for substances with no ADI and/or MRLS’
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94. The Committee considered the further development of the discussion paper. Some delegations
suggested to follow an approach similar to the Codex Committees on Pegticide Residues and on Food
Additives and Contaminants and to consider the development of a dynamic document for internal use of the
Committee and in consideration of the further development of specific guidelinesfor risk analysis.

95. The Committee agreed that a working group® would prepare a revised version of the discussion
paper on “Risk Management Methodol ogies, including Risk Assessment Policiesin the Codex Committee on
Residues of Veterinary Drugs in Foods’ for circulation, additional comments and further consideration at its
15™ Session. The Committee accepted the kind offer of the European Community to possibly host a meeting
of the working group in Brussels to discuss the further devel opment of the document.

96. The Committee agreed that the revised document should specifically address the issue of substances
with no ADI and/or MRL, should take account of the above discussion, the written comments submitted at
the current meeting and the comments of the 60™ meeting of JECFA on Annex | of CX/RVDF 01/9.

DISCUSSION PAPER ON RESIDUE | SSUES FOR THE CODEX COMM ITTEE ON RESIDUES OF
VETERINARY DRUGS IN FOODS (Agenda I tem 10)®

97. The 13" Session of the CCRVDF agreed that the United States should prepare a revised version of
the Discussion Paper on Residue Issues for the Codex Committee on Residues of Veterinary Drugs in Foods
for circulation, comment and further consideration at its 14™ Session. The Committee emphasized, taking
into account the Medium Term Plan of the Codex Alimentarius Commission, that the document should focus
on ways and means to improve the operation of the Committee and should not duplicate the Committee's
efforts related to the elaboration of its policy on risk management and risk assessment policies and should
clearly outline a plan of action to clarify what issues needed to be further examined.*

98. In presenting the discussion paper, the delegation of the United States noted that it presented six
major recommendations, namely, that the CCRVDF:

i. conducts an assessment of specific needs of member governments, with particular attention to
developing countries and those in transition, regarding priorities and other process related issues to
meet food safety needs regarding veterinary drugs.

ii. reviews procedures for recommending substances to be evaluated by JECFA, taking into account, in
particular, food safety needs of developing countries and those in transition.

iii. requests JECFA to reevaluate and update its procedures for the evaluation of drugs with along history
of use with specific attention to data requirements for antimicrobia drugs.

iv. considers making a recommendation to the JECFA joint secretaries on the use of a statement similar to
that used in IMPR reports which addresses the intellectua property concerns of sponsors of veterinary
drugs.

v. establishes aworking group to further facilitate harmonization of procedures with CCPR and to
expedite the establishment of MRLsfor veterinary drugs.

vi. considers the scheduling of meetings of the CCRVDF and JECFA.

99. The Committee, while supporting all six recommendations as presented, noted that these issues were
all being addressed within the context of the Codex evaluation and review. In regard to intellectual property
rights, it was noted by the Representative of IFAH that if a previoudly evaluated drug was to be evaluated for
a hew use by a sponsor, the origina sponsor should not only be notified of this request but should also be
allowed to comment regarding the request.

2 Lead by France, and with the assistance of Australia, Canada, China, Costa Rica, Italy, Korea, The Netherlands, New

Zedland, Poland, Spain, Switzerland, Thailand, United Kingdom, United States, Consumers International, European
Commission, FAO, IFAH, OIE and WHO

3 CX/RV DF 03/9 and comments submitted by Australia and the EC (CX/RV DF 03/9-Add.1)
i ALINORM 03/31, para. 88
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100. The Committee noted that recommendations (i), (ii) and (iv) of the discussion paper were aready
scheduled to be considered by the working group established to prepare the discussion paper on Risk
Management Methodologies, including Risk Assessment Policies in the Codex Committee on Residues of
Veterinary Drugs in Foods (see Agenda Item 9). The Committee aso considered that this working group
could provide directions to matters which the Committee might refer to JECFA for further consideration. It
was a so noted that JECFA had already established procedures for the evaluation of drugs with along history
of use (recommendation iii), and that the recommendation (v) to harmonize procedures within the CCRVDF
and the CCPR was already scheduled to be addressed by the Joint FAO/WHO Project to Update Principles
for the Risk Assessment of Chemicals in Food. Discussions concerning the scheduling of CCRVDF and
JECFA meetings (recommendation vi) was deferred to Agenda ltem 13.

101. The Committee noted that all recommendations of the discussion paper were under active
consideration elsewhere and therefore, this specific item was discontinued from further consideration.

REVIEW OF PERFORMANCE-BASED CRITERIA FOR METHODS OF ANALYSISFOR
VETERINARY DRUG RESIDUESIN FOODS (Agenda Item 11 a)*

102. The 13" Session of CCRVDF agreed that the drafting group established at its previous session
should continue to consider the criteria relating to the selection of methods of analysis for veterinary drugs
contained in the Guidelines for the Establishment of a Regulatory Program for Control of Veterinary Drug
Residues in Foods (CAC/GL 16-1993). The Committee agreed that the paper should consider developments
in the international approach to method validation and continuing work in this area undertaken by the CCPR
and the CCMAS.*® The Committee agreed to reinstate the ad hoc Working Group on Methods of Analysis
and Sampling to meet prior to its 14" Session under the Co-chairmanship of Dr J. MacNeil (Canada) and Dr
R. Stephany (the Netherlands).*’

103. The report of the ad hoc Working Group on Method of Analysis and Sampling® was presented to
the Committee by the Co-chair Dr R. Stephany.

104. Indiscussing thefirst four recommendations of the report of the ad hoc Working Group, it was noted
that in order to better address the needs of developing countries, criteria for method validation needed to be
developed. In this regard, it was suggested that developing countries might wish to assess methodology
needs in order to submit these concerns for consideration by the Working Group and consequently by the
CCRVDF (see Circular Letter to this report).

105. With regard to the recommendation to review Part Il “General Considerations on Analytical
Methods for Residue Control” of the Guidelines for the Establishment of a Regulatory Programme for
Control of Veterinary Drug Residues in Foods (CAC/GL 16-1993), it was noted that the Guidelines currently
under revision (see Agenda item 8) did not foresee the consideration of this additional work. The Committee
therefore agreed that a drafting group® would review Part 11 of the revised Guidelines for circulation,
comment and further consideration at its 15" meeting, and with the understanding that the revised Annex
might be merged with the Guidelines at alater stage, aslong asit could be done without slowing the progress
of the Guidelines.

106. The remaining recommendations of the Working Group were endorsed by the CCRVDF.

CONSIDERATION OF THE IDENTIFICATION OF ROUTINE METHODS OF ANALYSISFOR
VETERINARY DRUG RESIDUESIN FOODS (Agenda Item 11 b)*

107. The 13" Session of CCRVDF agreed that the four task groups established at its 12" meeting to
evaluate methods should prepare a report outlining the outcome of their evaluation of the methods submitted
or acquired for consideration at the 14" Session of CCRVDF.*

s CX/RVDF 03/10 and comments submitted by the United States and the European Community (CX/RV DF 03/10, Add. 1)
% ALINORM 03/31, para 91

s ALINORM 03/31, para. 94

% CRD 2 (Report of the ad hoc Working Group on Methods of Analysis and Sampling)

» Australia, Canada, Costa Rica, France, The Netherlands, the United States and IFAH

4 CRD 7 (Information provided by Sweden and Brazil in response to CL 2002/52-RV DF)
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108. It was noted that no methods had been received by the task groups for evaluation prior to the ad hoc
Working Group on Methods of Analysis and Sampling meeting and that there was no successor for the
coordinator of the Task Group in charge of compiling methods for antimicrobials. Methods in routine
regulatory use provided prior to the Working Group meeting by Brazil, Canada and Sweden were reviewed
during the Working Group meeting and were appended to the Working Group’s report*.

109. The Committee endorsed the recommendation that ad hoc Working Group on Methods of Analysis
and Sampling under the co-chairmanship of Dr J. MacNeil (Canada) and Dr R. Stephany (the Netherlands) to
meet again at the 15" Session of the CCRVDF to continue its work on the review and recommendation of
methods of analysis and the updating of methods validation procedures.

CONSIDERATION ON THE PRIORITY LIST OF VETERINARY DRUGS REQUIRING
EVALUATION OR RE-EVALUATION (Agenda Item 12)®

110. The 13" Session of the CCRVDF agreed to convene its ad hoc Working Group on Priorities prior to
its current meeting under the Chairmanship of Australia* The Report of the ad hoc Working Group on
Priorities™ was presented by its Chairman, Dr K. McDougall of Australia.

111. The Committee agreed to add pirlimycin and ractopamine as new substances to the priority list of
CCRVDF. Since the commitment expressed at its 13" meeting to submit data for an evaluation of
semduramycin and virginiamycin was upheld by the delegation of the United States, the Committee agreed
that both compounds should stay in the priority list.

112. Considering the importance of substances related to virginiamycin in human medicine and its
primary use for non therapeutic purposes in animals, the observer from Consumers International expressed
concern about its use in animals and the potential transfer of resistance to humans.

113. The Committee agreed to request from JECFA whether an MRL for bovine milk could be
established for doramectin. Since additional data had become available for lincomycin it was agreed that
JECFA should reconsider the decision to withdraw the recommended MRL for cattle tissue. For
melengestrol acetate a re-evaluation of the MRLs was requested based of new information which is available
and additional data to be submitted.

114. The request from Indonesia to consider the elaboration of an MRL for chloramphenicol in shrimp
was addressed by the Joint Secretariat who discussed the possibility that this compound could find its way
into animal tissues via other routes than its use as a veterinary drug. Limited data showed that
chloramphenicol may persist in the environment or even be formed by soil microorganisms. Hypothetically,
very low levels found in animal products could therefore not be related to the use of chloramphenicol as a
veterinary drug. Severa delegations stressed that it would be premature to draw any conclusions or to
discuss a possible classification as a contaminant and that illegal use of the drug was a primary concern. It
was noted that international trade had been disrupted severely during the past year by the rejection of
products which had been contaminated at very low levels with chloramphenicol and some other veterinary
drugs. The Committee noted the offer of the FAO Secretariat to JECFA to examine the potential persistence
of chloramphenicol in the environment or its formation by soil microorganisms on the basis of data to be
provided by Indonesia.

115. The Priority List of Veterinary Drugs Requiring Evaluation or Re-evaluation is attached at Appendix
VII, with the understanding that the compounds not previously evaluated by JECFA would need to be
approved as new work by the 26" Session of the Commission. The Committee agreed to convene the ad hoc
Working Group on Priorities prior to its next session under the Chairmanship of Australia to consider
proposals for compounds to be evaluated or reevaluated by JECFA.

4 ALINORM 03/31, para. 92
42 CRD 2 (Report of the ad hoc Working Group on Methods of Analysis and Sampling)

43 Comments submitted in response to CL 2002/34-RVDF Part B. from the European Community and the United States
(CX/RVDF 03/12)

a4 ALINORM 03/31, para. 100
® CRD 3 (Report of the ad hoc Working Group on Priorities)
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OTHER BUSINESSAND FUTURE WORK (Agenda Item 13)
I nterpretation at Ad Hoc Working Group M eetings

116. The Chairperson agreed to consider the provision of interpretation for ad hoc Working Group
meetings held immediately prior to and between sessions of the CCRVDF.

Scheduling of Sessions of the CCRVDF

117. The Committee strongly supported the earlier convening the 64™ Meeting of JECFA from its current
date of February 2005 to the first or second quarters of 2004. The Chairperson also agreed to consider, in
consultation with the Codex Secretariat, the scheduling of future sessions of the CCRVDF, especially as
related to the importance of timely coordination and exchange of information between the CCRVDF, JECFA
and the Commission.

DATE AND PLACE OF THE NEXT SESSION (Agenda Item 14)

118. The Committee noted that the 15" Session of the Codex Committee on Residues of Veterinary Drugs
in Foods was tentatively scheduled to be held in September 2004 in the United States, subject to further
discussion between the Codex and U.S Secretariats.
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SUMMARY STATUS OF WORK

Subject Matter Step | Action by: Document Reference
(ALINORM 03/31A)
Draft Maximum Residue Limits for: 8 | Governments paras. 61 and 62,
- Clenbuterol 26" CAC Appendix |1
- Deltamethrin
Draft Maximum Residue Limits for: 5/8 | Governments Para. 66,
- Dihydrostreptomycin / Streptomycin (in sheep 267 CAC Appendix 1|
milk)
Draft Maximum Residue Limits for: 6 15"CCRVDF | Paras. 57 and 63,
- Flumequine Appendix IV
- Neomycin
- Dicyclanil
- Meéelengestrol acetate
- Trichlorfon (metrifonate)
Proposed Draft Maximum Residue Limits for: S) GOtIYef nments Para. 64
Governments
15" CCRVDF
Proposed Draft Maximum Residue Limits for: 4 | 15"CCRVDF | Para 65
- Cypermethrin Appendix VI
- apha-Cypermethrin
Proposed Draft Revised Guidelines for the 2 Governments Paras. 69 -72 and 83 -
Establishment of a Regulatory Program for the Control New Zealand 85
of Veterinary Drug Residues in Foods (including G?hver nments
Appendix on the Prevention and Control of Veterinary 15" CCRVDF
Drug Residues in Milk and Milk Products)
General Consideration on Analyticad Methods for 2 Drafting Group™ | Para. 105
Residues Control (Annex to the Proposed Draft Gq}yernments
Revised Guidelines for the Establishment of a 157 CCRVDF
Regulatory Program for the Control of Veterinary Drug
Residues in Foods)
Proposed Draft Code of Practice to Minimize and 2 Governments Paras. 73 - 80
Contain Antimicrobial Resistance United States
Governments
15" CCRVDF
Priority List of Veterinary Drugs Requiring Evaluation| 1 | 28" CAC Paras. 110 - 115
of Re-evaluation JECFA Appendix VII
Governments
Discussion Paper on Risk Management Methodologies, - France Paras. 86 - 96
Including Risk Assessment Policies in the Codex Gohver nments
15" CCRVDF

Committee on Residues of Veterinary Drugs in Foods

1

Y9015/E

Australia, Canada, Costa Rica, France, The Netherlands, United States and IFAH
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Methods of Analysis: Performance-Based Criteria Drafting Group” | Paras. 102 - 106
15" CCRVDF

Methods of Anaysis: Identification of Routine Drafting Group’ | Paras. 107 - 109
15" CCRVDF

Methods of Analysis
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E-mail: |cosullivan@fsai.ig]

ITALY
ITALIE
ITALIA

Dr Agostino Macri
(Head of Delegation)
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Tel: 39 06 4665 6511
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Mr Turumi Kazuhiko

(Head of Delegation)

Section Chief

Standards Division

Department of Food Safety
Pharmaceutical and Food Safety Bureau
Ministry of Health Labour and Welfare
12 2 Kasumigaseki Chiyoda ku
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Japan

Tel: 81 3 3595 2341
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E-mail: furumi-kazuhiko@mjlw.go.jp|

Dr ItoToshikazu

Director

Animal Health Department
Technica Service
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6-1 Hatchobori
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Japan

Tel: 81 33273 3436

Fax: 81 3 3271 1460

E-mail; [Toshikazu Ito@meiji.co.jpl|

Dr Fukumoto Kazuo
Coodinator
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Japan

Tel: 78 242 9179

Fax: 78 242 9309
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Mr Ryoki Koike

Chief

Technica Guidance Section
Planning and Coordination Division
Ministry of Agriculture
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National Veterinary Assay Laboratory
1151 Tokura
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Japan

Tel: 81042 321 1841
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E-mail: [koikery@nval.go.jp|

KENYA

Mr Tom K Olido

(Head of Delegation)

Chief Principal Officer
Kenya Bureau of Standards
P O Box 54974

Nairobi 25402

Kenya

Tel: 254 2502 211

Fax: 254 2 503 2393

E-mail: |nfo@kegs.org

KOREA, REPUBLIC OF
REPUBLIQUE DE COREE
REPUBICA DE COREA

Dr Sang-Hee Jeong

(Head of Delegation)

Senior Researcher

Veterinary Drugs Toxicology Division
National Veterinary Research and Quarantine
Service

Ministry of Agriculture and Forestry
#480 Anyang 6 Dong
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Republic of Korea

Tel: 031 467 1840
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MALAYSA
MALAISIE
MALASIA

Dr Zaliha Abdullah

(Head of Delegation)

Department of Veterinary Services
Level 8&9 Wisma Chase Perdana
Off Jalan Semantan

50630 Kuala Lumpur

Malaysia

Tel: 603 2094 0077 ext 175

Fax: 603 2093 5804

E-mail: zaliha@jph.gov.my
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Research Officer

Veterinary Public Health Laboratory
Department of Veterinary Services
Persiaran Barat 46630

Petaling Jaya
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Malaysia
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E-mail: marnie@tm.net.my
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Dr 1d Sidi Yahia

(Head of Delegation)

Chief

Laboratorie Nationa Contrdle Medicaments
Veterinaires

Morocco

NETHERLANDS
PAYSBAS
PAISESBAJOS

Dr GijsT J M Theunissen

(Head of Delegation)

Policy Affairs Veterinary Drugs and Hormones
Department of Food and Veterinary Affairs
Ministry of Agriculture Nature Management and
Fisheries

73 Bezuidenhoutseweg

2500 EK Den Haag

The Netherlands

Tel: 31 70 3784594

Fax: 31 70 3786141

E-mail: jg.t.j.m.theunissen@vva.agro.nl |

Dr DG Groothuis

Senior Veterinary

Public Health Officer

General Inspecorate

P O Box 16108

2500 BC The Hague

The Netherlands

Tel: 31 70 340 5060

Fax: 31 70 340 5435

E-mail: |dick.groothuis@kvw.nl|

Dr Arie Ottevanger

Coordinator Veterinary Food Safety Policy
Ministry of Health Welfare and Sport

P O Box 20350

2500 EJ

The Hague

The Netherlands

Tel: 31 070 340 68 86

Fax: 31070 34055 54

E-mail: [a.ottevanger @minvws.nl|

Dr Rainer W Stephany

Director

EU Community Reference Laboratory (RIVM-
CRL)

Antonie van Leeuwenhoeklaan 9
POBox 1

3720 BA Bilthoven

The Netherlands

Tel: 3130274 2717

Fax: 31 30 274 4403

E-mail: |Rainer.Stephany @rivm.nl|

NEW ZEALAND
NOUVELLE-ZELANDE
NUEVA ZELANDIA

Dr Bill Jaolly

(Head of Delegation)
Counsdllor (Veterinary and Technical)
European Region

New Zealand Embassy

1 Square de Meeus

1000 Brussels

Belgium

Tel: 02 2550 1219

Fax: 02 2 513 4856

E-mail: |bill.jolly@mfat.gojt.nz
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Mr John Reeve

Programe Manager (Toxicology and Residues)
New Zealand Food Safety Authority
South Tower

68-86 Jervois Quay

P O Box 2835

Wellington

New Zealand

Tel: 64 4 463 2533

Fax: 64 4 463 2566

E-mail: |ohn.reeve@nzfsa.govt.nz|

NORWAY
NORVEGE
NORUEGA

MsAnjaLgnning

(Head of Delegation)

Adviser

Norwegian Food Control Authority Department of
Contaminants and Food Quality
P O Box 8187 Dep

0034 Oslo

Norway

Tel: 47 232170 00

Fax: 47 232 170 01

E-mail: ALO@SNT.NO|

Dr Tone Normann Asp

(Head of Delegation)
Department of Pharmacology
Microbiology and Food Hygiene
The Norwegian School of Veterinary Science
P O Box 8146 Dep

0033 Oslo

Norway

Tel: 47 2296 4832

Fax: 47 2296 4850

E-mail: fone.asp@veths.no|

PHILIPPINES
FILIPINAS

Mr Victoriano B Leviste
(Head of Delegation)
Agriculture Attache

Embassy of The Philippines
1600 Massachusetts Avenue
Washington DC 20036

United States of America

Tel: 1202 467 9422

Fax: 1 202 467 9421

E-mail: [vic.leviste@verizon.net|

POLAND
POLOGNE
POLONIA

Dr Tadeusz Wijaszka

(Head of Delegation)

Director

National Veterinary Research Institute
57 Partyzantow Str

24 100 Pulawy

Poland

Tel: 48 81 886 3051

Fax: 48 81 886 2595

E-mail: [T.Wijaszka@piwet.pl|

PORTUGAL

Dr Maria Helena Ponte

(Head of Delegation)

Director-General, Veterinary

Largo da Academia Nacional

DeBelas Artes N°2

1200 Lisboa

Portugal

Tel: 351 21 323 9536

Fax: 351 21 323 9565

E-mail: [Helena Ponte@dgv.min-agricultura.pt|

Prof Eduardo Fontes

Faculdade de Medicina Veterinaria
Rua Prof Cid dos Santos

Polo Universitario do Alto da Ajuda
1300 477 Lisboa

Portugal

Tel: 351 213 652 800

Fax: 351 213 652 615

E-mail: lemfontes@fmv.utl.pt|
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REPUBLIC OF TRINIDAD AND TOBAGO

Dr Simone Titus

Officer/Acting Veterinary Pathol ogist
Animal Production and Health Division
Ministry of Agriculture

Land and Marine Resources

Government of the Republic of Trinidad and Tobago

St. Clair Circle

Port of Spain

Trinidad and Tobago

Tel: 868 662 5678

Fax: 868 645 4593
E-mail: vetlab@tstt.net.tt|

SPAIN
ESPAGNE
ESPANA

Dr Jose Antonio Garrido Perez

(Head of Delegation)

Agencia Espafiola de Seguridad Alimentaria
Alcala 56

28014 Madrid

Spain

Tel: 34 91 596 20 95

Fax: 34 91 596 44 87

E-mail: |garrido@msc.es|

Dr Inmaculada M éndez M artinez
Jefe de Seccion

Subdireccién General de Sanidad Animal
DG Ganderia

Ministero de Agricultura

Pescay Alimentacion

Corazon de Maria 8

28071 Madrid

Spain

Tel: 3491 3473772

E-mail: |[mendezm@mapya.es|

Dr Bonifacio Garcia Sanchez
Agencia Espafiola del Medicamento
Minsitero de Sanidad y Consumo
Paseo del Prado 18 20

28071 Madrid

Spain

Tel: 34 91 596 4135

Fax: 34 91 596 4074

E-mail: pgarcias@agemed.es|

SWITZERLAND
SUISSE
SUIZA

Dr Roland Charriere

(Head of Delegation)

Swiss Federal Office of Public Health
Head of Division of Law Enforcement
CH 3003 Berne

Switzerland

Tel: 41 31 323 3104

Fax: 41 31 322 9574

E-mail: [roland.charriere@bag.admin.ch

SWEDEN
SUEDE
SUECIA

Dr Aase Tronstad

(Head of Delegation)

Senior Administrative Officer

Ministry of Agriculture Food and Fisheries
SE 10333 Stockholm

Sweden

Tel: 4684 0511 79

Fax: 4684 0549 70

E-mail: jgase.tronstad@agriculture.ministry.se|

M s Bitte Aspenstr om-Fagerlund
Toxicologist

National Food Administration
Box 622

SE-751 26 Uppsaa

Sweden

Tel: 46 18 17 1446

Fax: 46 18 10 5848

E-mail; bfas@dv.se

Dr Kajsa Gustavsson

Senior Veterinary Inspector
National Food Administration
SE 751 26 Uppsala

Sweden

Tel: 46 18 17 5500

Fax: 46 18 10 5848

E-mail: kaj sa.gustavsson@slv.se|

Dr Hakan Johnsson

Chief Chemist

National Food Administration
SE 751 26 Uppsala

Sweden

Tel: 46 18 17 5705

Fax: 46 18 10 5848

E-mail:
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THAILAND Dr Boonpeng Santiwattanatam
THAILANDE Vice President

TAILANDIA Food Processing Industry Club

Mr Sakchai Sriboonsue

(Head of Delegaton)

Deputy Director-General

Department of Livestock Devel opment
Ministry of Agriculture and Cooperatives
Thanon Phaya Thai

Bangkok 10400

Thailand

Tel: 66 2 653 4402

Fax: 66 2 653 4402

E-mail: [sakchasi @dld.go.th|

M's Usa Bamrungbhuet

Standards Officer

National Bureau of Agricultural Commodity and Food
Standards

Ministry of Agriculture and Cooperatives
Rajadammern Nok Avenue

Bangkok 10200

Thailand

Tel: 66 2281 5955 ext 146

Fax: 66 2280 1542

E-mail: usa_bam@hotmail.com

Dr Sasi Jaroenpoj

Chief of Veterinary Drug Assay Group
National Veterinary Public Health Laboratory
Department of Livestock Devel opment
Tiwanon Road

Muang Pratumthanee

Bangkok 12000

Thailand

Tel: 66 2 963 9202 ext 127

Fax: 66 2 963 9216

E-mail: [Sasijaroenpoj @yahoo.com|

Dr Palarp Sinhaseni
(Deputy Head of Delegation)
Consultant

Associate Professor
Department of Pharmacol ogy
Faculty of Pharmaceutical Sciences and Institute of
Health Research
Chulalongkorn University
Bangkok 10330

Thailand

Tel: 662 218 8152

Fax: 662 253 2395

E-mail: spalarp@chula.ac.th|

Federation of Thai Industry

C P Tower 18th Floor

313 Silom Road

Bangrak Bangkok 10500
Thailand

Tel: 66 0 2638 2000 99 ext 5017
Fax: 66 0 2631 0988

E-mail: |Boonpeng@cpf.co.th|

Ms Sirilak Suwanrangs

Chief

National Center for Fish Inspection and
Certification

Fish Inspection and Quality Control Division
Department of Fisheries

Kasethlang Chattuchak

Bangkok 10900

Thailand

Tel: 66 2 558 0134

Fax: 66 2558 0136

E-mail:

Mmailto:kraingsak voh@hotmaillsi rilaks@fisheri
£S.00.th

Mr LersThisayakorn

Tha Frozen Foods Association
92/6 6th Floor Sathorn Thani 11
North Sathorn Road

Bangrak Bangkok 10500
Thailand

Tel: 662 2355622 4

Fax: 662 235 5625

E-mail: thaiffa@ksc.th.com|

Mr Prakarn Virakul

Office of Agricultural Affairs
Royal Thai Embassy

1024 Wisconsin Avenue NW
Washington DC 20007

Tel: 1202 338 1543

Fax: 1202 338 1549

E-mail: [moacdc@erols.com|
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UNITED KINGDOM
ROYAUME-UNI
REINO UNIDO

Mr John FitzGerald

(Head of Delegation)

Director of Policy

Veterinary Medicines Directorate
Woodham Lane

New Haw

Addlestone

Surrey KT153LS

United Kingdom

Tel: 44 1932 338303

Fax: 44 1932 338348

E-mail: |.fitzgeral d@vmd.defra.gsi.gov.uk|

Dr Jack F Kay

Senior Scientific Officer

Veterinary Medicines Directorate
Woodham Lane

New Haw

Addlestone

Surrey KT153LS

United Kingdom

Tel: 44 1932 338323

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

Mr Derek Renshaw
Food Standards Agency
125 Kingsway

Holborn London
United Kingdom

Tel: 44207 276 8505
Fax: 44207 276 8513

E-mail: lderek.renshaw@foodstandards.gsi.gov.uk|

UNITED STATESOF AMERICA
ETATSUNISD' AMERIQUE
ESTADOSUNIDOSDE AMERICA

Dr Pamela Chamberlain

(Head of Delegation)

Team Leader

Division of Epidemiology

FDA Center for Veterinary Medicine
7519 Standish Place

Rockville MD 20855

United States of America

Tel: 1301 827 8566

Fax: 1301 827 4299

E-mail: pchambel@cvm.fda.gov|

Dr Richard Ellis

Alternate Delegate

Senior Regulatory Scientist

Division of Human Food Safety
FDA Center for Veterinary Medicine
7500 Standish Place Room E360
Rockville MD 20855

United States of America

Tel: 1301 827 1416

E-mail: [rellis@cvm.fda.gov|

Dr Alice Thaler

Special Assistant to the US Delegate
Staff Director

Food Safety and Inspection Service
Zoonotic Diseases and Residue Surveillance
Division

1400 Independence Avenue SW
Washington DC 20250

Tel: 1 202 690 2687

Fax: 1 202 720 8213

E-mail: [dice.thal er@f sis.usda.gov|

Dr Johnny E Braddy

Chief Regulatory Policy Branch
Division of Dairy and Egg Safety
Office of Plant and Dairy Foods & Beverages
FDA Center for Food Safety and Applied
Nutrition

United States of America

Tel: 1301 436 1495

Fax: 1 301 436 2632

E-mail: Jbraddy @cfsan.fda.gov|

Dr Steven D Brynes

Senior Regulatory Review Scientist
Division of Human Food Safety
FDA/CVM/ONADE

7500 Standish Place

Rockville MD 20855

United States of America

Tel: 1301 827 6975

Fax: 1 301 594 2297

E-mail: [sbrynes@cvm.fda.qgov|

Mr Paul Duquette

Director

Global Regulatory Affairs

710 Route 46 East

Suite 401

Fairfield NJ 07004

Ted: 19734394711

Fax: 1973 575 4554

E-mail: [paul .duquette@philbroah.com|



mailto:j.fitzgerald@vmd.defra.gsi.gov.uk
mailto:j.kay@vmd.defra.gsi.gov.uk
mailto:derek.renshaw@foodstandards.gsi.gov.uk
mailto:pchambe1@cvm.fda.gov
mailto:Rellis@cvm.fda.gov
mailto:alice.thaler@fsis.usda.gov
mailto:Jbraddy@cfsan.fda.gov
mailto:svaughn@cvm.fda.gov
mailto:paul.duquette@philbroah.com

page 32

ALINORM 03/31A - Appendix |

Ms Sondra Flick

Director

Government & Industry Affairs
Alpharmanc.

Animal Health Division

One Executive Drive

Fort Lee NJ

United States of America

Tel: 1201 228 5074

Fax: 1 201 947 3879

E-mail: [sandy.flick@al pharma.com|

Dr Lynn Friedlander
Pharmacologist

Residue Chemistry Team
FDA/CVM. HFV 151

7500 Standish Place
Rockville MD 20855

United States of America

Tel: 1301 827 6985

Fax: 1 301 594 2298

E-mail: [friedla@cvm.fda.gov|

Dr Elizabeth Curry-Galvin

Assistant Director

Scientific Activities

American Veterinary Medical Association
1931 N Meachem Rd

Suite 100

Schaumburg IL 60173 4360

Tel: 1847 925 8070 ext 6633

Fax: 1847 925 1329

E-mail: legal vin@avma.org|

Dr John Horigan

VP Scientific Affairs

Phibro Animal Health

710 Route 46 East

Suite 401

Fairfield NJ 07004

United States of America

Tel: 1 973 439 4701

Fax: 1973 575 4354

E-mail: |ohn.horigan@philbroah.com|

MsLindaHorton

Hogan & Harston LLP

555 Thirteenth Street NW
Washington DC 20004

Tel: 1202 637 5795

Fax: 1202 637 5910

E-mail: [rhorton@hhlaw.com|

Dr Philip Kijak

Acting Director

Division of Residue Chemistry HFV-510
FDA Center for Veterinary Medicine
8401 Muirkirk Road

Laurel MD 20708

United States of America

Tel: 1301 827 8166

Fax: 1301 827 8170

E-mail: [pkijak@cvm.fda.gov|

Dr David F Kowalczyk

Director

Regulatory Affairs

Monsanto Company

800 N. Lindbergh Boulevard

St Louis MO 63167

United States of America

Tel: 1314 694 5348

Fax: 1314 694 2791

E-mail: [david.f . kowal czyk @monsanto.com|

Dr Robert Livingston

Director

International Affairs and Regulatory Policy
Animal Health Institute

1325 G Street NW

Washington DC 20005-3104

United States of America

Tel: 1202 637 2440

Fax: 1202 393 1667

E-mail: [rclivingston@ahi .prg

Dr Alexander MacDonald

Consultant to Phibro Animal Heath Pharma
Science Inc

16 Cypress Ave

North Cadwell NJ 070006

United States of America

Tel: 973 228 2392

Fax: 973 228 3498

E-mail: [Beemac201@aol .com|

Dr BruceW Martin

Manager|

Animal Health International Regulatory Affairs
Elanco Animal Health

2001 West Main Street

P O Box 708

Greenfield IN 46140

Tel: 1317 277 5298

Fax: 1 317 651 3850

E-mail: [bwmartin@elanco.com
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Mr C W McMillan

C W McMillan Company
PO Box 10009

Alexandria, VA 22310-0009
United States of America
Tel: 1 703 960 1982

Fax: 1703 960 4976

E-mail: cwmco@aol.com|

Dr John J O’'Rangers
Analyticor LLC

Consulting Services

P O Box 142

Adamstown MD 21710 0142
Tel: 1301 874 5329

Fax: 1 301 874 5890

E-mail: Blundi @starpower.net |

MsValerie Reeves

Chemist

FDA Center for Veterinary Medicine
Division of Human Food Safety HFV 151
7500 Standish Place

Rockville MD 20855

United States of America

Tel: 1301 827 6973

Fax: 1 301 594 2298

E-mail: preeves@cvm.fda.gov]

Dr Bruce Somerville

Technical Director

Regulatory Affairs North America
Meria Limited

3239 Satellite Boulevard

Building 500 Room 211

Duluth GA 30096 4640

United States of America

Tel: 1678 638 3710

Fax: 1678 638 3715

E-mail: pruce.somerville@merial .com|

Dr Larry A Stobbs

Director

Regulatory Affairs and Clinical Research
Elanco Animal Health

2001 West Main Street

P O Box 708

Greenfield IN 46140

Tel: 1317 277 4087

Fax: 1317 277 4962

E-mail: |.a.stobbs@lilly.com|

Dr Richard W Thomas

PHARMACIA Animal Health

7000 Portage Road

Kalamazoo M1 49001

United States of America

Tel: 1 269 833 2776

Fax: 1 269 833 2707

E-mail: [richard.w.thomas@pharmacia.com|

Dr Linda Tollefson

Assistant Surgeon General
Deputy Director

Center for Veterinary Medicine
US Food and Drug Administration
7519 Standish Place HFV 2
Rockville MD 20855

United States of America

Tel: 1301 827 2953

Fax: 1301 827 4335

E-mail: |tollesfs@cvm.foa.gov|

Dr Nicholas Weber

Senior Regulatory Review Scientist
US Food and Drug Administration
Center for Veterinary Medicine
7519 Standish Place

Room 139 HFV 102

Rockville MD 20855

United States of America

Tel: 1301 827 8563

Fax: 1 301 827 4032

E-mail: [nweber @cvm.fda.gov|

Dr Richard Wood

Food Animal Concerns Trust
PO Box 14599

Chicago IL 60614

United States of America
Tel: 1773 525 4952

Fax: 1 773 525 5226

E-mail: rrwood@fact.cc
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INTERNATIONAL GOVERNMENTAL

ORGANIZATIONS

European Community

Dr Gudrun Gallhoff

(Head of Delegation)

European Commission

Health and Consumer Protection
Directorate Genera

200 ruedelaloi

B 1049 Brussels

Te: 322296 7128

Fax: 32 2 299 1856

E-mail: jgudrun.gall hoff @cec.eu.int|

Dr Kornelia Grein

Head of Section

Safety of Veterinary Medicinal Products
European Medicines Evaluation Agency
7 Westferry Circus Canary Wharf
London E14 4HB

United Kingdom

Tel: 44 20 7418 8432

Fax: 44 20 7418 8447

E-mail: korndlia.grein@emea.eufint

Dr Annika Wennberg

Principal Administrator

European Commission

Enterprise Directorate General
RuedelalLoi 200

B 1049 Brussels

Belgium

Tel: 32 2 296 1056

Fax: 32 2 299 8046

E-mail: annika.wennberg@cec.eu.int|

Mr AndreasLernhart
Principal Administrator

Genera Secretariat of the Council of the European

Union

175 Ruedelaloi
1048 Brussels
Belgium

Td: 332285 6241
Fax: 332 285 6198

E-mail: andreas.|ernhart@consilium.eu.int]|

FAO

Dr Manfred Luetzow

(Head of Delegation)

Food and Agricultural Organization of the
United Nations

Viadelle Termedi Caracalla

00100 Rome

Italy

Tel: 3906 570 55425

Fax: 39 06 570 54593

E-mail: jmanfred.luetzow@fao.org|

Office | nternational des Epizooties (Ol E)

Dr Patrick Dehaumont

(Head of Delegation)

Director the ANMV-AFSSA
LaHaute Marche Javene

35302 Fougeres

France

Tel: 332999478 72

Fax: 3329994 78 99

E-mail: [p.dehaumont@anmv.af ssa.fr|

Dr CarlosFrancia

Regional Representative for the Americas
CAMEVET

Office International des Epizooties
Cervino 3101

1425 Buenos Aires

Argentina

Tel: 0054 11 803 3688

Fax: 0054 11 803 4877

E-mail: [RR.americas@oie.int|

WHO

Dr Samuel W Page

(Head of Delegation)

International Programme on Chemical Safety
WHO Joint Secretary of JECFA

WHO

20 Avenue Appia

CH 1211 Geneva 27

Switzerland

Tel: 41 22 791 3573
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E-mail: pages@WhoTT]
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INTERNATIONAL NON-GOVERNMENTAL
ORGANIZATIONS

AOAC International

Dr Albert Pohland

(Head of Delegation)

Senior Director

Office of International and Governmental Activities
481 N Frederick Avenue

Suite 500

Gaithersburg MD 20877-2417

Tel: 1301 924 7077

Fax: 1 301 924 7089

E-mail: ppohland@aoac.org|

ASSOCIACION LATNOAMERICANA DE
AVICULTURA

Dr Ariel Mendes

(Head of Delegation)
Technical Assessor

Av Brigadeiro FariaLima 1912
12 Andar —Conj 12 A
Jardin Paulistano

CEP 01452 001 Sau Paulo
Brazil

Te: 51 11 3812 7666

Fax: 51 11 3851 5964
E-mail: friel @uba.org.br]

Mslvone Delazari

Rua Fortunato Ferraz 616

05093 020 Sao Paulo SP

Brazil

Tel: 51 11 3649 3689

Fax: 51 11 3831 7510

E-mail: [vone.del azari @sadia.com.br|

Consumer s I nter national

MsLisaY. Lefferts

(Head of Delegation)
Consultant

526 Mountain Field Trail
Nellysford, VA 22985

United States of America

Tel: 1434 361 2420

Fax: 1434 361 2421

E-mail: |lefferts@earthlink.net]

Dr Edward Groth

Senior Scientist

Consumers Union

101 Truman Avenue
YonkersNY 1003 1057

United States of America

Tel: 1914 378 2200

Fax: 1 914 378 2908

E-mail: groted@consumer.org|

Dr David Wallinga

Antibiotic Resistance Project Director
Institute for Agriculture and Trade Policy
2105 First Avenue South

Minneapolis MN 55404

Tel: 1612 870 3418

Fax: 1612 813 5612

E-mail: |[dwallinga@iatp.org

I nter national Co-Operative Alliance (ICA)

Mr Kazuo Onitake

(Head of Delegation)

Safety Policy Service

Japanese Consumers Co-Operative Union
Co-Op Plaza

3 29 8 Shibuya

Shibuya ku

Tokyo 150 8913

Japan

Tel: 81 35778 8109

Fax: 81 3 5778 8002

E-mail: [kazuo.onitake@j ccu.coop.or.jp|

I nter national Dairy Federation (IDF)

Dr Robert D Byrne
(Head of Delegation)
Vice President

National Milk Producers Federation
2101 Wilson Blvd.

Suite 400

Arlington VA 22201
United States of America
Tel: 730243 6111

Fax: 703 841 9328
E-mail: [rbyrne@nmpf.org|
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Dr Gertraud Suhren

Institute for Hygiene and Food Safety
Federal Dairy Research Center
Postfach 60 90

D 24121 Kid

Germany

Tel: 49 431 609 2412

Fax: 49 431 609 2308

E-mail: suhren@bafm.de]

INTERNATIONAL FEDERATION FOR ANIMAL

HEALTH (IFAH)

Dr Jean-L ouis Delforge

(Head of Delegation)

Executive Director

International Federation for Animal Health
Rue Defacqgz 1

1000 Brussels

Belgium

Td: 3225410111

Fax: 322541 0119

E-mail: jfah@ifahsec.org|

Dr Richard A Carnevale
Vice President

Regulatory Scientific and International Affairs
Animal Health Institute
1325 G Street, NW

Suite 700

Washington, DC 2005-3104
United States of America
Tel: 1 202 637 2440 ext. 306
Fax: 1202 393 1667

E-mail: fcarnevale@ahi.org|

Dr Janet E Collins

Director

Global Organizations

Monsanto Company

600 13th Street NW

Suite 660

Washington DC 20005

Tel: 1202 383 2861

Fax: 1202 783 0382

E-mail: [anet.e.collins@monsanto.com|

Dr David W Gottschall
Assaociate Director
Regulatory Affairs

Pfizer Animal Health

812 Springdale Drive
Exton PA 19341

United States of America
Tel: 1610 363 3763
E-mail: [gottsd@pfizer.com|

Dr Raul J Guerrero

Vice President

FILASA

2424 W 131 Street

Carmel IN 46032

United States of America

Tel: 1317 844 4677

E-mail: |guerrero raul j@yahoo.com|

Dr Mike McGowan

Director

Veterinary Medicine Regulatory Affairs
Pfizer Global Research and Devel opment
Worldwide Strategic & Operations
Management

Eastern Point Road

Mail Stop 8200 40

Groton CT 06340

United States of America

Tel: 1860 441 4947

Fax: 1860 715 7670

E-mail:

michael | mcgowan@groton.pfizer.com|

SECRETARIAT

CODEX ALIMENTARIUSCOMMISSION
JOINT FAO/WHO FOOD STANDARDS
PROGRAMME SECRETARIAT

Ms Annamaria Bruno

Food Standards Officer

Joint FAO/WHO Food Standards Programme
FAO/ ESNS

Viaededle Termedi Caracalla

00100 Rome

Italy

Tel: 39 06 57056254

Fax: 39 06 57054593

E-mail: jannamaria.bruno@fao.org|
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MsAnneBreton

Food Standards Officer

Joint FAO/Who Food Standards Programme
FAO/ ESNS

Videddle Termedi Caracalla

0010 Rome

Italy

Te: 39 065 705 6210

Fax: 39 065 705 4593

E-mail: janne.breton@fao.org|

Mr David Byron

Food Standards Officer

Joint FAO/Who Food Standards Programme
FAO/ ESNS

Viaedele Termedi Caracalla

00100 Rome

Italy

Tel: 39 06 5705 4419

Fax 39 06 5705 4593

E-mail: [david.byron@fao.org|

U.S. SECRETARIAT

Ms Sally Fernandez

Planning Staff

USDA/FSIS/IOM/PS

Aerospace Building

3rd Floor Room 405

901 D Street SW

Washington DC

United States of America

Tel: 1202 690 7251

E-mail: [Sally.Fernandez@USDA..gov |

MsMary Harris

Planning Staff
USDA/FSIS/IOM/PS

Aerospace Building

Room 397

901 D Street SW

Washington DC

United States of America

Tel: 1202 690 6516

E-mail: Mary.Harris@USDA gov

MsJulie Hell

Staff

USDA/FSIS

Room 4856 S

1400 Independence Avenue SW
Washington DC 20250 3700
United States of America

Tel: 1202 720 9599

Fax: 1202 720 3157

E-mail: Julie.hell @fsis.usda.gov|

Mslda Gambrell

Planning Staff
USDA/FSIS/IOM/PS
Aerospace Building

3" Floor Room 405

901 D Street SW

Washington DC

United States of America

Tel: 1202 690 6513

E-mail: |da.gambrell @usda.gov|

MsEdith Kennard

Staff Officer

USDA/FSIS

Room 4865 S

1400 Independence Avenue SW
Washington DC 20250 3700

United States of America

Tel: 1202 720 5261

Fax: 1202 720 3157

E-mail: [Edith.Kennard @USDA .gov|

M s Sheila Johnson

Planning Staff
USDA/FSISIOM/PS

Aerospace Building

3 Floor Room 405

901 D Street SW

Washington DC

United States of America

Tel: 1202 690 6498

E-mail: [Sheila.Johnson@usda.gov|

MsEllen Matten

Staff Officer

USDA/FSIS

Room 4865 S

1400 Independence Avenue SW
Washington DC 20250 3700

United States of America

Tel: 1202 720 4063

Fax: 1 202 720 3157

E-mail: [ellen.matten@fsis.USDA..gov|
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DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(Advanced to Step 8 of the Codex Procedure)
Clenbuterol
ADI: 0-0.004 pg/kg body weight (1996)

Residue Definition:  Clenbuterol.

Species Tissue MRL (ug/kg) Step  JECFA CCRVDF

Cattle Muscle 0.2 8 47 10VI, 11VI, 12VI, 13V
Horse Muscle 0.2 8 47 10VI, 11VI, 12VI, 13V
Cattle Liver 0.6 8 47 10VI, 11VI, 12VI, 13V
Horse Liver 0.6 8 47 10VI, 11VI, 12VI, 13V
Cattle Kidney 0.6 8 47 10VI, 11VI, 12VI, 13V
Horse Kidney 0.6 8 47 10VI, 11VI, 12VI, 13V
Cattle Fat 0.2 8 47 10VI, 11VI, 12VI, 13V
Horse Fat 0.2 8 47 10VI, 11VI, 12VI, 13V

Due to the potential for abuse of this drug, the MRL s are recommended only when associated with a nationally approved
therapeutic use, such as for tocolysis or as an adjunct therapy in respiratory disease.

Keysfor List of MRLsfor Veterinary Drugs

Step:
JECFA:

CCRVDF:

(r), revised MRL; (@), amended MRL.

Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL

recommended/considered.

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

is contained.
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Deltamethrin

ADI: 0-10 pg/kg body weight (1982). Established by the 1982 IMPR.
Residue Definition:  Deltamethrin.

Species Tissue MRL (ug/kg) Step  JECFA CCRVDF
Cattle Muscle 30 8 52, 60 12v1, 13V
Sheep Muscle 30 8 52, 60 12VI, 13V
Chicken Muscle 30 8 52, 60 12v1, 13V
Salmon Muscle 30 8 52, 60 12v1, 13V
Cattle Liver 50 8 52, 60 12v1, 13V
Sheep Liver 50 8 52, 60 12v1, 13V
Chicken Liver 50 8 52, 60 12v1, 13V
Cattle Kidney 50 8 52, 60 12VI, 13V
Sheep Kidney 50 8 52, 60 12v1, 13V
Chicken Kidney 50 8 52, 60 12vI, 13V
Cattle Fat 500 8 52, 60 12VI, 13V
Sheep Fat 500 8 52, 60 12v1, 13V
Chicken Fat 500 8 52, 60 12v1, 13V
Cattle Milk 30 8 52, 60 12VvI, 13V
Chicken Eggs 30 8 52, 60 12VI, 13V

Keysfor List of MRLsfor Veterinary Drugs

Step: (r), revised MRL; (@), amended MRL.
JECFA: Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL
recommended/considered.

CCRVDF: Session number of the CCRV DF where the MRL was considered and Appendix number of its report where the MRL
is contained.
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ALINORM 03/31A
Appendix 111

DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(Advanced to Step 5/8 of the Codex Procedure)

Dihydrostr eptomycin / Streptomycin

ADI : 0 - 50 pg/kg body weight (1997). Group ADI for combined residues of
dihydrostreptomycin / streptomycin established at 48" JECFA (1997)

Residue Definition:  Sum of concentration of dihydrostreptomycin and streptomycin

Species Tissue MRL (ug/kg) Step  JECFA CCRVDF

Sheep Milk 200 5/8 58

Keysfor List of MRLsfor Veterinary Drugs

Step: (r), revised MRL; (@), amended MRL.
JECFA: Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL
recommended/considered.

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

DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(Retained at Step 6 of the Codex Procedure)

Flumeguine

ADI: 0-30 pg/kg body weight (1997)

Residue Definition:  Flumeguine.

Species Tissue MRL (ug/kg) Step  JECFA CCRVDF

Cattle Muscle 500 6 42,4854,60 11V, 121V,131V

Pig Muscle 500 6 42,4854,60 11V, 121V,131V

Sheep Muscle 500 6 42,48,54,60 11V, 121V, 131V

Chicken Muscle 500 6 42,48,54,60 11V, 121V, 131V

Trout Muscle 500 i 6 42485460 11V,121V,131V

Cattle Liver 500 6 42,4854,60 11V, 121V,131V

Pig Liver 500 6 42,48,54,60 11V, 121V, 131V

Sheep Liver 500 6 42485460 11V, 121V,131V

Chicken Liver 500 6 42, 48, 54 11V, 121V, 131V

Cattle Kidney 3000 6 42,48,54,60 11V, 121V, 131V

Pig Kidney 3000 6 42,48,54,60 11V, 121V, 131V

Sheep Kidney 3000 6 42485460 11V, 121V,131V

Chicken Kidney 3000 6 48, 54, 60 11V, 121V, 131V

Cattle Fat 1000 6 48, 54, 60 11v, 121V, 131V

Pig Fat 1000 6 48, 54, 60 11V, 121V, 131V

Sheep Fat 1000 6 48, 54, 60 11V, 121V, 131V

Chicken Fat 1000 6 48, 54, 60 11V, 121V, 131V

Y Muscle/skin in normal proportion.

Keysfor List of MRLsfor Veterinary Drugs

Step: (r), revised MRL; (8), anended MRL.

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

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

is contained.
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Neomycin

ADI: 0-60 pg/kg body weight (1996)

Residue Definition:  Neomycin.

Species Tissue MRL (pg/kg) Step  JECFA CCRVDF
Cattle Liver 15000 52, 58, 60 12V, 131V
Cattle Kidney 20000 52, 58, 60 12V, 131V
Cattle Milk 500 52, 58, 60 12V, 131V
Dicyclanil

ADI: 0-7 pg/kg body weight (2000)

Residue Definition:  Dicyclanil

Species Tissue MRL (pg/kg) Step  JECFA CCRVDF
Sheep Muscle 200 6 54, 60 13V
Sheep Liver 400 6 54, 60 13V
Sheep Kidney 400 6 54, 60 13V
Sheep Fat 150 6 54, 60 13V

M elengestrol acetate

ADI: 0-0.03 pg/kg body weight (2000)

Residue Definition:  Melengestrol acetate.

Species Tissue MRL (ug/kg) Step  JECFA CCRVDF
Cattle Liver 2T 54, 58 13V

Cattle Fat 5T 54, 58 13V
Trichlorfon (Metrifonate)

ADI: 0-20 pg/kg body weight (2000)

Residue Definition:  Trichlorfon.

Species Tissue MRL (ug/kg) Step  JECFA CCRVDF
Cattle Milk 50T 6 54, 60 13V

Keysfor List of MRLsfor Veterinary Drugs

Step: (r), revised MRL; (@), amended MRL.

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

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

is contained.
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ALINORM 03/31A
Appendix V

PROPOSED DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(Advanced to Step 5 of the Codex Procedure)

Cefuroxime

ADI: 0-30 pg/kg body weight (temporary) #

Residue Definition:  Cefuroxime ¥

Species Tissue MRL (ug/kg) Step  JECFA CCRVDF
Cattle Milk 50T 5 58

¥ Results of studies to (1) identify the metabolites and the degradation products in milk and (2) characterize their
toxicological significance are required for evaluation in 2004.

¥ The recommended MRL is temporary because the ADI is temporary

Keysfor List of MRLsfor Veterinary Drugs

Step: (r), revised MRL; (8), anended MRL.
JECFA: Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL
recommended/considered.

CCRVDF: Session number of the CCRV DF where the MRL was considered and Appendix number of its report where the MRL
is contained.
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ALINORM 03/31A
Appendix VI
PROPOSED DRAFT MAXIMUM RESIDUE LIMITSFOR VETERINARY DRUGS
(Retained at Step 4 of the Codex Procedure)

Cypermethrin
ADI: 0 - 50 pg/kg body weight (1996) ¥
Residue Definition:  Cypermethrin

Species Tissue MRL (ng/kg) Step JECFA CCRVDF
Sheep Muscle 20 4 58
Sheep Liver 20 4 58
Sheep Kidney 20 4 58
Sheep Fat 200 4 58

¥ The ADI established at 47" JECFA was for a45:55 cis:trans mixture. Information provided to the Committee at the 58"
JECFA was for a80:20 cis:trans mixture for topical use. Because the cisisomer is more toxic than the trans isomer, the
Committee compared the theoretical maximum daily intake for the 80:20 cis.trans mixture with the ADI for alpha-
cypermethrin, which consists only of the cisisomer.

alpha-Cypermethrin

ADI: 0 - 20 pg/kg body weight (1996)

Residue Definition:  alpha-Cypermethrin

Species Tissue MRL (ug/kg) Step  JECFA CCRVDF

Cattle Muscle 100 4 58

Cattle Liver 100 4 58

Cattle Kidney 100 4 58

Cattle Fat 1000 4 58

Cattle Milk 100 4 58

Sheep Muscle 100 4 58

Sheep Liver 100 4 58

Sheep Kidney 100 4 58

Sheep Fat 1000 4 58

Keysfor List of MRLsfor Veterinary Drugs

Step: (r), revised MRL; (@), amended MRL.

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

CCRVDF: Session number of the CCRV DF where the MRL was considered and Appendix number of its report where the MRL
is contained.
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ALINORM 03/31A
Appendix VII

PRIORITY LIST OF VETERINARY DRUGS REQUIRING
EVALUATION OR RE-EVALUATION

New substances for which a firm commitment for data has been provided for evaluation®

Pirlimycin
Ractopamine
Semduramycin
Virginiamycin

Substances recommended for re-evaluation

Doramectin (residues)
Lincomycin (residues)
Melengestrol acetate (residues)

! Subject to approval as new work by the 26™ Session of the Codex Alimentarius Commission (June 2003).



