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SUMMARY AND CONCLUSIONS

The First Session of the Codex Ad Hoc Intergovernmental Task Force on Antimicrobial Resistance reached
the following conclusions:

Matters for consideration by the Commission
Amendment to the Terms of Reference

The Task Force agreed to forward proposed Amendment to the Terms of Reference to the Commission for
consideration and approval (para. 9 and Appendix I1).

Proposals for new work

The Task Force agreed to submit to the Commission, through the Executive Committee, the proposals for
new work on the development of guidance documents on:

i) Science-based risk assessment of foodborne antimicrobial resistant microorganisms (para. 32 and
Appendix I1);

ii) Risk management to contain antimicrobial resistant microorganisms (para.44 and Appendix 1V);
and

iii) Creating risk profiles for antimicrobial resistant foodborne microorganisms for setting risk
assessment and management priorities (para. 52 and Appendix V).

Matters of Interest to the Commission

Physical Working Groups

The Committee agreed to establish three physical working groups to prepare three proposed draft guidance
documents for circulation at Step 3 and consideration at Step 4 at the next session of the Task Force, pending
the formal approval of new work by the Commission (paras 33, 45 and 53).
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INTRODUCTION

1. The Codex ad hoc Intergovernmental Task Force on Antimicrobial Resistance held its First Session in

Seoul, Republic of Korea, from 23 to 26 October 2007, by courtesy of the Government of the Republic of
Korea. Dr Gun-Jo Woo, Director, Center for Food Safety, Korea Food and Drug Administration, presided
over the Session. The Session was attended by 138 delegates from 36 Member countries and 1 Member
organization and Observers from 9 international organizations. A list of participants, including the
Secretariat, is given in Appendix | to this report.

2.  The Session was opened by Mr Myung-Hyun Kim, Commissioner, Korea Food and Drug
Administration. He welcomed the participants to Seoul and expressed his appreciation for the timely
establishment of the Task Force and wished every success in the future. Dr Chang-Jin Moon, Vice Minister,
Ministry of Health and Welfare, also delivered a congratulatory speech to the participants. He emphasised the
importance of developing internationally harmonized approaches and guidance to minimize the spread of
antimicrobial resistance at all stages of the food chain.

Division of Competence

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

ADOPTION OF THE AGENDA (Agenda Item 1)*
4.  The Commission adopted the Provisional Agenda as its Agenda for the Session.

MATTERS REFERRED TO THE TASK FORCE BY THE COMMISSION AND OTHER CODEX
COMMITTEES (Agenda Item 2)?

5. The Task Force noted the information presented in document CX/AMR 07/1/2 concerning the matters

of interest to the Codex ad hoc Intergovernmental Task Force on Antimicrobial Resistance arising from the
29" and 30" Sessions of the Codex Alimentarius Commission. In particular, the Task Force commented
and/or made decision on the following matters:

Terms of Reference of the Task Force

6.  The Delegation of Portugal, speaking on behalf of the member states of the European Community and
referring to the latter’s written comments as contained in document CX/AMR 07/1/4, stated that, while
supporting the approach decided by the Commission, it was in favour of activities aimed at preventing the
development of antimicrobial resistance being considered in a balanced way with respect to all relevant
areas: human medicine, veterinary medicine related in particular to food production, and plant protection.
Thus, the Delegation proposed: i) to add a sentence under “Objectives” with a view to putting in perspective
the risks presented by the use/misuse of antimicrobials used both in animals and in humans in order to avoid
overestimating the impact of the use of antimicrobials in animals and to keep proportionate the measures to
be adopted; and ii) to amend the text under “Terms of reference” to add references to antimicrobial resistance
in humans and to the use of antimicrobials in human, plant and food processing.

7. The Representative of WHO stated that it would be problematic to include, in the scope of the Task
Force, the use of antimicrobials in human medicine in view of the activities already undertaken and ongoing
in WHO in this area and the need for additional expertise in the Task Force to deal with this subject. The
Observer from the World Organization for Animal Health (OIE) highlighted the importance of having an
integrated approach and maintaining a global perspective to antimicrobial resistance. Other delegations and
observers, supporting the view of the WHO Representative, stated that the Task Force’s activities should
focus on aspects related to the non human use of antimicrobials and to the development of antimicrobial
resistance in human pathogens in and through food, including both animal and vegetable products. They
recommended to keep the terms of reference of the Task Force unchanged and not to broaden its scope in
view of the limited time assigned to the Task Force to complete its work and the work priority of the Task
Force which had been discussed at the Commission.

! CX/AMR 07/1/1 Rev.
2 CX/AMR 07/1/2; CX/AMR 07/1/4 (Comments of the European Community); CRD 6 (Comments of Kenya)
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8.  After some debate, the Task Force agreed to: i) add a sentence under “Objectives” to clarify that the

Task Force should attempt to put into perspective the risk of increase of antimicrobial resistance in human
beings and animals generated by different areas of use of antimicrobials, such as veterinary applications,
plant protection or food processing, without adding a reference to human medicine; and ii) keep the text
under “Terms of reference” unchanged. It was understood that the issue regarding the use of antimicrobial
resistance genes as a marker genes in the development of recombinant-DNA plants, remained outside the
scope of the Task Force on Antimicrobial Resistance, since the matter had been dealt with by the Task Force
on Foods derived from Biotechnology.

9. The Task Force agreed to forward the proposed amendment to its Terms of Reference to the 31%
Session of the Commission for consideration and approval (see Appendix I1).

Elaboration of New Standards and Related Texts

10. The Task Force was informed that the 30™ Session of the Commission had requested that in the future

all project documents for new work should be prepared properly in accordance with the provisions in the
Procedural Manual. The Chairperson emphasized the importance of properly preparing project documents
that comply with the requirements set out in the Procedural Manual to expedite the work of the Task Force.

REVIEW OF THE WORK BY FAO, WHO AND OIE ON ANTIMICROBIAL RESISTANCE
(Agenda ltem 3)°

11. The Task Force noted with appreciation the information presented in document CX/AMR 07/1/3,
submitted by FAO, WHO and OIE concerning their work related to antimicrobial resistance.

12. The Representative of WHO outlined the work undertaken by WHO and its partner agencies since the
first World Health Assembly resolution on antimicrobial resistance in 1998. He stated that approximately half
or more of the total tonnage of antimicrobials produced was currently used to treat diseased animals, to
prevent disease and as growth promoters, and that continuous and low-level dosing of antimicrobials, as
growth promoters, favoured the development of drug-resistant bacteria. He further noted that such uses had
been banned in several countries mainly in Europe, in accordance with WHO recommendations.

13. The Representative of WHO underlined that the Task Force needed to build on all previous work done
and that there was a need for general risk assessment policy guidance as well as specific scientific advice in
this area. He further highlighted the need to develop management options for non-human use of
antimicrobials that were critically important to human medicine.

14. The Representative of OIE acknowledged the importance for both public and animal health of the
potential antimicrobial resistance resulting from the use of antimicrobials in the veterinary sector. He
highlighted the main outcomes of the OIE activities since the last decade aiming at containing and
preventing antimicrobial resistance. Three specific areas of action were highlighted: adoption of specific
guidelines; establishment of the list of veterinary critically important antimicrobials; and capacity building in
member countries, including strengthening of veterinary services.

15. The Representative highlighted, among several specific OIE guidelines on antimicrobial resistance,
those on the responsible and prudent use of antimicrobial agents in veterinary medicine and on the risk
assessment for antimicrobial resistance arising from the use of antimicrobials in animals. He underlined the
multidisciplinary aspect of antimicrobial resistance and the need to cover the whole food chain. He also
stressed the need to create synergy between the different international organisations by using existing work
in order to avoid duplication of work.

16. The Representative of FAO informed the Task Force of the activities carried out by the organization in

this field, related to: provision of scientific advice; development of guidelines for good agriculture practices,
including animal husbandry and aquaculture practices, which contribute to the containment of foodborne
antimicrobial resistance; and capacity building. All activities were carried out under a multidisciplinary
approach, directly or in coordination with other international organizations, such as WHO, OIE and other
stakeholders.

8 CX/AMR 07/1/3 Rev.
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17. The Representative of FAO also mentioned that the Joint FAO/WHO/OIE Expert Meeting on
Critically Important Antimicrobials, to be held in November 2007 in Rome, would provide recommendations
on future work to the three organizations. The Task Force was also informed of the Global Initiative for
Food-related Scientific Advice (GIFSA), launched by FAO and WHO in July 2007, to facilitate the
mobilization of technical, financial and human resources to support activities on the provision of scientific
advice, including those related to antimicrobial resistance. She invited all delegates to make use of this new
mechanism to ensure that the provision of scientific advice which might be required by the Task Force could
be provided in a timely manner.

18. The Task Force also recalled that an international workshop, held in Seoul on 22 October 2007,
immediately prior to the Task Force session, had provided a venue for many participants to obtain update
information on national and international activities for the containment of antimicrobial resistance.

CONSIDERATION OF THE ELABORATION OF STANDARDS, GUIDELINES OR OTHER
TEXTS ON ANTIMICROBIAL RESISTANCE (Agenda Item 4)*

19. The Task Force reviewed the twelve project documents and other proposals forwarded by members
and observers in response to CL 2006/38-AMR, as contained in documents CX/AMR 07/1/4, CX/AMR
07/1/4 Add.1, CX/AMR 07/1/4 Add.2 and CRD 2.

20. The Task Force noted that all proposals submitted fell under one of the three main clusters: risk
assessment, risk management and risk profile/prioritization and agreed to discuss the various proposals for
new work according to the three clusters and to prepare one project document for each of these clusters. Due
to the limited time and in order to expedite its work, the Task Force agreed to establish three in-session
working groups to prepare three project documents on risk assessment, risk management and risk
profile/prioritization, respectively, for consideration by the plenary.

21. The Task Force agreed that the three in-session working groups, opened to all delegations and
observers and working in English, French and Spanish, would be chaired by the delegations of Canada (risk
assessment), the European Community (risk management) and the United States of America (risk
profile/prioritization). It was agreed that each of the working groups would use one of the proposals
submitted as a starting point for their work, eliminate redundancies and duplications and focus their
discussion, in particular, on section 3 “Main aspects to be covered”.

22. The Task Force, in its plenary, considered the proposals submitted by the in-session Working Groups
as follows:

Risk assessment

23. The Task Force noted that the in-session Working Group had agreed to use as a starting point for its
discussion the project document prepared by the United States of America, as contained in document
CX/AMR 07/1/4 and to include, as appropriate, elements from other proposals submitted in response to CL
2006/38-AMR. The Task Force noted that the Working Group: had considerable discussion on the inclusion
of a reference to “the positive effects of the use of antimicrobial drugs in animals” in section 1 “Purpose and
scope of the proposed work” and agreed not to include it in Section 1 because of lack of consensus;
expressed the desire to avoid duplication of work already undertaken by other international organizations;
and had also had discussions on the importance of assistance to member countries with limited capacity to
undertake risk assessments.

24. The Task Force noted that the proposal prepared by the working group aimed at building upon the
processes already in place within Codex, JEMRA and within OIE for risk assessment with regard to human
health concerns and adapt and consolidate them in the framework of risk assessment for antimicrobial
resistance, similar to the OIE risk analysis work included in its Terrestrial Animal Health Code.

*  CL 2006/39-AMR; CX/AMR 07/1/4 (Comments of Canada, Cuba, European Community, Japan, Mexico, Republic
of Korea, United States of America, Consumers International, IFAH and OIE); CX/AMR 07/1/4 Add.1 (Comments
of United States of America); CX/AMR 07/1/4 Add.2 (Comments of Indonesia); CRD2 (Comments of Norway);
CRD3 (Preliminary report of in-session Working Group on Risk Assessment); CRD3 Rev.1 (Preliminary report of
in-session Working Group on Risk Assessment); CRD3 Rev.2 (Report of in-session Working Group on Risk
Assessment); CRD 4 (US proposal for in-session Working Group on Risk Profile); CRD4 Rev.1 (Report of in-
session Working Group on Risk Profile); CRD5 (Report of in-session Working Group on Risk Management)
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25. The Working Group had agreed that section 5 “Relevance to the Codex strategic objectives” refers to

the objectives and activities in the new Codex Strategic Plan 2008-2013. Under section 7 “Identification of
any requirement for and availability of expert scientific advice”, the Working Group had recommended to
include all relevant scientific documents on risk assessment and to allow for the possibility to request
additional scientific advice from FAO/WHO/OIE, including JEMRA. With regards to the time-line (section
9), the Working Group had agreed to use the timeline as presented in the Canadian document.

26. The Task Force considered in detail the proposal prepared by the in-session Working Group, as
contained in document CRD3 Rev.2. In addition to some editorial changes and amendments, the Task Force
agreed to the following changes:

1. Purpose and Scope of the proposed work

27. The Task Force amended the first paragraph to clarify that the intent of the guidance was to support
JEMRA and/or national/regional authorities in assessing the potential overall risk to human health,
associated with the presence of antimicrobial resistant microorganisms and resistant determinants.

3. Main aspect to be covered

28. The Task Force discussed whether to limit the scope of the new work to the determination of risks to

human health relating to antimicrobial resistant microorganisms and resistance determinants arising from the
use of antimicrobials “in animals”. Some delegations, referring to the discussion held on the Terms of
Reference of the Task Force and the addition of a new sentence under “Objectives” (see Agenda Item 2),
were of the opinion that it was appropriate for the Task Force to also consider the use of antimicrobials in
plant protection. Other delegations were of the opinion that focusing on the use of antimicrobials in animals
was consistent with the “terms of reference” which referred to human and veterinary medicine. The
Delegation of Australia proposed to include, in the scope, both the human and non-human antimicrobials
uses. After some discussion the Task Force agreed to amend the text to refer to “non human use” of
antimicrobials. In this regard, the Task Force was informed that pending future provisions of the proposed
document particularly in relation to plants and if necessary, the Task Force was entitled to refer any technical
matters or questions to other Codex subsidiary bodies having competence in such technical areas, including
the Codex Committee on Pesticide Residues.

29. The Task Force further agreed to remove the square brackets from the last sentence of the first
paragraph, while keeping the text unchanged.

30. The first bullet point, under the second paragraph, was amended for clarity purpose and a new fifth
bullet point was added to refer to the evaluation of risk management options.

6. Information on the relation between the proposal and other existing Codex documents

31. The Task Force agreed to replace the entire section with a new paragraph containing specific
references to relevant Codex texts in accordance with the scope of the section. It further agreed that relevant
documents of other organization (e.g. FAO, WHO, OIE) would be listed under section 7 “Identification of
any requirements for and availability of expert scientific advice” and that the list of documents after section 9
would be deleted. The Task Force agreed to amend, for consistency, the relevant sections of the other two
project documents accordingly.

Status of the proposal for new work

32. The Task Force agreed to forward the project document as amended (see Appendix I11) to the 61%
Session of the Executive Committee for Critical Review and to the 31% Session of the Commission for
approval as new work.

33. It further agreed to establish a physical Working Group, under the leadership of Canada, open to all
delegations and observers and working in English, French and Spanish, which would prepare a proposed
draft guidance document for circulation at Step 3 approximately by April 2008 and further consideration at
Step 4 at the Second Session of the Task Force.

34. It was agreed that the physical Working Group would meet as early as possible in order to allow for
timely circulation of the proposed draft. It was also agreed that, in order to facilitate the initial work of the
Working Group, Codex members and observers be invited to electronically submit elements for the proposed
draft document to the Delegation of Canada by December 2007.
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35. The Task Force noted that consideration of the proposed draft at Step 4 was subject to approval of the
proposed new work by the Commission in July 2008.

Risk management

36. The Task Force noted that the in-session Working Group had agreed to use as a starting point for its
discussion the proposals of the United States of America, as contained in documents CX/AMR 07/1/4 and
CX/AMR 07/1/4 Add.1 and to include, as appropriate, elements from others proposals submitted in response
to CL 2006/38-AMR.

37. The Working Group had considered the scope and purpose of the project and had discussed, in
particular, if guidance on Risk Profile should be developed as part of this project. It had been agreed that
discussion on risk profile would be dealt with during the in-session working group on risk profile/priority.

38. The Task Force noted that in section 2 “Relevance and timeliness” the Working Group had referred to

Annex 2 of CL 2006-38-AMR and to the terms of reference of the Task Force. This section had been
amended to include two sentences highlighting the importance of antimicrobials for human and animal
health and had been aligned with the section of the two others project documents. In section 3 “Main aspect
to be covered”, the Working Group had included the elements contained in document CX/AMR/07/1/04
Addl. The list of risk management options had been integrated with points from other proposals, while
noting that the list was not intended to be prescriptive or exhaustive. The Working Group had added
references to the capacity building programmes and activities for strengthening risk management carried out
by FAO, OIE and WHO. The Working Group had discussed and agreed that the project should address
aspects of risk communication between risk assessors and risk managers, taking into account the guidance in
the FAO/WHO Guide on Food Safety Risk Analysis.

39. The Working Group had further agreed that sections 4 to 9 of the project documents be consistent with
the corresponding sections of the other two projects documents, while ensuring certain specificities to the
scope of the work.

40. The Task Force considered in detail the proposal prepared by the in-session Working Group, as
contained in document CRDS. In addition to some editorial changes and amendments, the Task Force agreed
to the following changes:

3. Main aspect to be covered

41. A suggestion was made to include, in the list of management options in the first paragraph, a separate
bullet point covering measures to prevent infectious agents in animals; however, the Task Force agreed that
this point was already covered in the section.

42. Two new sentences were added at the end of the fourth paragraph to address situations where there is

evidence of the existence of a risk to human health but scientific data are insufficient or incomplete. These
sentences were taken from Section 5.1 of the Codex Principles and Guidelines for the Conduct of
Microbiological Risk Management (CAC/GL 63-2007).

4. Assessment against the criteria for the establishment of work priorities

43. The Task Force agreed to delete reference to JEMRA in this section for consistency with the scope of
the work proposed and to refer to relevant documents available on risk management.

Status of the proposal for new work

44. The Task Force agreed to forward the project document as amended (see Appendix V) to the 61%
Session of the Executive Committee for Critical Review and to the 31% Session of the Commission for
approval as new work.

45. It further agreed to establish a physical Working Group, to be hosted by the European Community and
co-chaired by Denmark and France, open to all delegations and observers and working in English, French
and Spanish, which would prepare a proposed draft guidance document for circulation at Step 3 and further
consideration at Step 4 at the Second Session of the Task Force.
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46. It was agreed that the physical Working Group would meet as early as possible in order to allow for
timely circulation of the proposed draft. It was also agreed that, in order to facilitate the initial work of the
Working Group, Codex members and observers be invited to electronically submit elements for the proposed
draft document to the Delegation of the European Community by December 2007.

47. The Task Force noted that consideration of the proposed draft at Step 4 was subject to approval of the
proposed new work by the Commission in July 2008.

Risk profile

48. The Task Force noted that the in-session Working Group had generally agreed that the establishment
of risk profiles with respect to the presence in food (including aquaculture) and feed of antimicrobial
resistant microorganisms and resistance determinants was critical to the development of the appropriate risk
assessment and risk management options and strategies. The Working Group had therefore agreed that the
purpose of the proposed work was to develop guidance on i) identifying food safety issues related to
antimicrobial resistant foodborne microorganisms; ii) identifying the data needed for creation of risk profiles;
and iii) how to set priorities with respect to risks related to antimicrobial resistant foodborne microorganisms.
The guidance was intended for use by JEMRA and/or national/regional authorities when undertaking
possible full risk assessments in the future.

49. The Working Group had agreed that the proposed guidance document proposal would take into full
account the prior work on risk analysis principles and standards of Codex and other relevant international
organizations, such as FAO WHO and OIE as well as of national/regional authorities.

50. The Working Group had aligned Sections 5, 6 and 9 of the proposed project document with the
corresponding sections of the other two project documents.

51. The Task Force considered in detail the proposal prepared by the in-session Working Group, as
contained in document CRD4 Rev.1. In addition to some minor editorial changes and amendments, the Task
Force agreed to merge the first two sentences of Section 3 to avoid possible confusion as to the scope of the
work, and agreed to align sections 4-9 with the corresponding sections of the other two documents.

Status of the proposal for new work

52. The Task Force agreed to forward the project document as amended (see Appendix V) to the 61%
Session of the Executive Committee for Critical Review and to the 31% Session of the Commission for
approval as new work.

53. It further agreed to establish a physical Working Group, under the leadership of the United States of
America, open to all delegations and observers and working in English, French and Spanish, which would
prepare a proposed draft guidance document for circulation at Step 3 approximately by April 2008 and
further consideration at Step 4 at the Second Session of the Task Force.

54. It was agreed that the physical Working Group would meet as early as possible in order to allow for
timely circulation of the proposed draft. It was also agreed that, in order to facilitate the initial work of the
Working Group, Codex members and observers be invited to electronically submit elements for the proposed
draft document to the Delegation of the United States of America by December 2007.

55. The Task Force noted that consideration of the proposed draft at Step 4 was subject to approval of the
proposed new work by the Commission in July 2008.

56. Noting that as many as three physical Working Groups had been established, the Task Force invited
the leading delegations of the Working Groups to explore possibility for arranging their physical meetings
back-to-back in a same venue to facilitate participation of members and observers and communication
between the working groups addressing related subjects.

OTHER BUSINESS AND FUTURE WORK (Agenda Item 5)
57. The Task Force noted that no new item had been put forward under “Other Business”.
DATE AND PLACE OF NEXT SESSION (Agenda Item 6)

58. The Task Force noted that its 2™ Session was tentatively scheduled to be held in October/November
2008.
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Tel: +86 110 6210 3673
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Jefe Dpto. De Medicamentos Veterinarios
SENASA

Barreal de Heredia

Costa Rica

Tel: +506 262 0221

Fax: +506 260 8291
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DENMARK - DANEMARK - DINAMARCA
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Veterinary Officer

Danish Veterinary and Food Administration
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Denmark

Tel: +45 3395 6000

Fax: +45 3395 6001
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Fax: +44 20 74 18 84 13
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Fax: +45 7234 6001
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E-mail: marta.hugas@efsa.europa.eu

FIJI - FIDJI
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Ministry of Health

P.0.Box 2223
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Fiji

Tel: +679 322 1443

Fax: +679 322 1434

E-mail: samuela.bolalailai@health.gov.fj
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Veterinary Counsellor

Department of Food and Health
Ministry of Agriculture and Forestry
P.O. Box 30
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Finland

Tel: +358 9 1605 2207

Fax: +358 9 1605 3338

E-mail: leena.rasanen@mmm.fi
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FRANCE - FRANCIA

Dr Gérard MOULIN

Head of Markerting Authorization Department
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Tel: +33 299 94 78 58

Fax: +33 2 99 94 78 64

E-mal: g.moulin@anmv.afss.fr
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Point de Contact du Codex alimentarius en France
Premier Ministre-Secrétariat général aux affaires
européennes (SGAE)

2, boulevard Diderot

75572, Paris Cedex 12
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Tel: +33 144 871603

Fax: +33 144 871604

E-mail: sgae-codex-fr@sgae.gouv.fr
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Tel: +33 3 8462 59 14

Fax: +333 84625516
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Fax: +33 149554398
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Dr Undine BUETTNER-PETER

Ministerialritin

Federal Ministry of Food Agriculture and Consumer
Protection

Rochusstrafe 1, 53123 Bonn

Germany

Tel: +49 228 529 4644

Fax: +49 228 529 4946

E-mail: 326@bmelv.bund.de

Dr Reinhard KROKER
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Federal Office of Consumer Protection and Food Safety

Diedersdorfer Weg 1, D-12277 Berlin
Germany

Tel: +49 30 18444 30000

Fax: +49 30 18444 30008

E-mail: reinhard.kroker@bvl.bund.de
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Animal Health Division

Bayer HealthCare AG
Alfred-Nobel-Str. 50, Bldg. 6210,
51368 Leverkusen

Germany

Tel: +49 217338 3861

Fax: +49 2173 38 2448

E-mail: Ludwig.klostermann@bayerleathcare.com

GREECE - GRECE - GRECIA

Dr Vasileios KONTOLAIMOS
Legal Adiviser

Special Community Law Office
Ministry of Development and Food
29 Acharnon, 10439 ATHENS
Greece

Tel: +30 210 8250307

Fax: +30 210 8254621

E-mail: cohalka@otenet.gr

HUNGARY- HONGRIE - HUNGRIA

Dr Béla NAGY

Head of Hungarian TF AMR
Veterinary Medical Research Institute
Hungarian Academy of Sciences
Hungaria krt. 21.

H-1143 Budapest

Hungary

Tel: +36 1 252 2455

Fax: +36 1467 4076

E-mail: bnagy@vmri.hu

INDONESIA - INDONESIE

Dr SUMADI, MSi

Division Head of Certification

National Veterinary Drugs Assay Laboratories
Komplek Bbpmsoh C5 Gunung Sindur

Bogor 16340

Tel: +62 21 7560489

Fax: +62 21 7560466

E-mail: sumadi_bbmsohO4@telkom.net

IRELAND - IRLANDE - IRLANDA

Dr John EGAN

Senior Superintending Research Officer
Department of Agriculture & Food
Backweston Campus, Young;'s Cross
Celbridge Co. Kildare

Ireland

Tel: +353 1 6157138

Fax: +353 1 6157116

E-mail: john.egan@agriculture.gov.ie
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ITALY - ITALIE - ITALIA
Mr Ciro IMPAGNATIELLO

Ministero delle Politiche Agricole, Alimentari e Forestali

Via XX Settembre 20, 00187 Rome

Italy

Tel: +39 6 46656046

Fax: +39 6 4880273

E-mail: c.impagnatiello@politicheagricole.it

Dr Antonio BATTISTI

Veterinary Officer

Istituto IZS Lazio e Toscana

Via Appia Nuova 1411 00178 Rome
Italy

Tel: +39 6 79099460-443-442

Fax: +39 6 79340724

E-mail: Antonio.battisti@inslt.it
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Ist Supeiore di Sanita (ISS)

Viale Regina Elena 299, 00161 Roma
Italy

Tel: +39 06 4990 2368

Fax: +39 06 4990 2368

E-mail: annamaria.ferrini@jss.it

JAPAN - JAPON - JAPON

Dr Yayoi TSUIITYAMA

Coordinator

Risk and Crisis Management

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

Tokyo 100-8950

Japan

Tel: +81 3 3502 2319

Fax: +81 3 3502 0329

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

Dr Kazuko FUKUSHIMA
Assistant Director

Office of International Food Safety
Department of Food Safety
Ministry of Health, Labour and Welfare
1-2-2 Kasumigaseki, Chiyoda-ku
Tokyo 100-8916

Japan

Tel: +81 3 3595 2326

Fax: +81 3 3503 7965

E-mail: codexj@mhlw.go.jp

Ms Keiko AKIMOTO

Chief

Animal Products Safety Division

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

Tokyo 100-8950

Japan

Tel: +81 3 3502 8702

Fax: +81 3 3502 8275

E-mail: keiko _akimoto@nm.maff.go.jp

Dr Yuuko ENDOH

Chief

General Medicament Section

Assay Division

National Veterinary Assay Laboratory
Ministry of Agriculture, Forestry and Fisheries
1-15-1 Tokura, Kokubunji

Tokyo 185-8511

Japan

Tel: +81 42 321 1849

Fax: +81 42 321 1769

E-mail: endoyuk@nval.go.jp

MALAYSIA - MALAISIE - MALASIA

Dr Azriman ROSMAN

Senior Principal Assistant Director

Food Safety and Quality Division

Ministry of Health Malaysia

Level 3, Block E7, Parcel E

Federal Government Administration Centre
62590 Putrajaya

Malaysia

Tel: + 603 8883 3512

Fax: +603 8889 3815

E-mail: azrimann@moh.gov.my

Dr Zaliha ABDULLAH

Department of Veterinary Services
Ministry of Agriculture and Agro-based Industry
Level 5, Podium Block 1A

Lot 4G1, Precinct 4

Federal Government Administration Centre
62590 Putrajaya

Malaysia

Tel: +603 8870 2013

Fax: +603 8888 6472

E-mail: zaliha@jph.gov.my

drzalihal 06(@yahoo.com

MEXICO - MEXIQUE - MEXICO
Ing DINORA Pliego Citalan
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Comision Federal Para la Protection Contra Riesgos

Sanitarios (COFEPRIS)
Sacretaria de Salud

Monterrey No. 33

Col. Roma, C.P. 06700
México. D.F

Tel: +52 50 805268

Fax: +52 50805200 E.1255
E-mail: dpliego@salud.gob.mx

Mc Marcela FIGUEROA

MVZ Maestria en Ciencias

Departamento de microbiologia e Inmmunologia
Facultad de Medicina Veterinaria y Zootecnia
Universidad Nacional Auténoma de México

Av. Universidad 3000 Ciudad Universitaria
México. D.F

Tel: +52 55 56225896

Fax: +52 55 5622 5971

E-mail: imfo44@hotmail.com
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NETHERLANDS - PAYS-BAS - PAISES BAJOS

Max Evert SIEMELINK

Ministry of Agriculture, Nature and Food Quality
Bezuidenhoutseweg 73, PB. 20401

2500 EK The Haque

The Netherlands

Tel: +31 70 3784465

Fax: +31 70 3786141

E-mail: M.E.Siemelink@minlnv.nl

NEW ZEALAND - NOUVELLE- ZELANDE - NUEVA
ZELANDIA

Dr Donald CAMPBELL

Principal Adviser (Public Health)

New Zealand Food Safety Authority
P.O. Box 2835

Wellington

New Zealand

Tel: +64 4 894 2649

Fax: +64 4 894 2530

E-mail: Donald.campbell@nzfsa.govt.nz

Mr Neil KENNINGTON

Programme Manager (ACVM Assessment)
New Zealand Food Safety Authority

P.O. Box 2835

Wellington

New Zealand

Tel: +64 4 894 2555

Fax: +64 4 894 2566

E-mail: neil kennington@nzfsa.govt.nz

NIGERIA - NIGERIA

Ms Chinelo MICHAEL

Principal Regulatory Officer

National Agency for Food and Drug Administration and
Control

Tel: +80 3550 0687

E-mail: nelomichael@yahoo.com

NORWAY - NORVEGE - NORUEGA

Prof Kari GRAVE

Professor

Norwegian Scientific Committee of Food Safety
Norwegian School of Veterinary Science

Tel: +47 22964988

Fax: +47 22964752

E-mail: kari.grave@veths.no

PORTUGAL

Prof Fernando BERNARDO

U.E Presidency

Veterinary Services

Largo da Academia Nacional de Belas Artes
n° 2 1249-103 Lisboa

Portugal

Tel: +351 21 323 9500

Fax: +351 21 346 3518

E-mail: subdirgeral@dgv.min-agricultura.pt
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Helena PONTE

Head of Division of Management and Evaluation of
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n° 2 1249-105 Lisboa

Portugal

Tel: +351 21 323 9536

Fax: +351 21 323 9565

E-mail: Hponte@dgv.min-agricultura.pt

REPUBLIC OF KOREA - REPUBLIQUE DE COREE -
REPUBLICA DE COREA

Dr Ki-Sung KWON

Director

Food Microbiology Team

Korea Food and Drug Administration
5 Nokbun-dong, Eunpyung-gu, Seoul
Republic of Korea

Tel: +82 2 380 1682

Fax: +82 2 380 1615

E-mail: Kisungk@kfda.go.kr

Mr Hyung-Joo YOON

Deputy Director

Food Safety & HACCP Team
Food Safety Headquarters

194 Tongilro, Eunpyung-gu, Seoul
Republic of Korea

Tel: +82 2 380 1347

Fax: +82 2 385 2416

E-mail: yhlinh@kfda.go.kr

Dr Sol KIM

Deputy Director

Novel Food Team

Korea Food and Drug Administration
5 Nokbun-dong, Eunpyung-gu, Seoul
Republic of Korea

Tel: +82 2 380 1332

Fax: +82 2 380 1656

E-mail: kims1228@kfda.go.kr

Mr Soon-Ho LEE

Deputy Director

Residue & Chemical Team

Korea Food and Drug Administration
5 Nokbun-dong, Eunpyung-gu, Seoul
Republic of Korea

Tel: +82 2 380 1674

Fax: +82 2 380 1378

E-mail: leedh13@kfda.go.kr

Mr Jong-Soo KIM

Assistant director

Health/Functional Food Standardization Division
Korea Food and Drug Administration

5 Nokbun-dong, Eunpyung-gu, Seoul

Republic of Korea

Tel: +82-2-380-1311

Fax: +82-2-382-6380

E-mail: jonsu@kfda.go.kr

Dr Sang-Hee JEONG

Deputy Director

Toxicological Chemistry Division

National Veterinary Research and Quarantine Service

480, Anyang 6-dong, Manan-gu, Anyang-city, Gyeonggi-do
Republic of Korea

Tel: +82 031 467 1837

E-mail: jeongsh@nvrgs.go.kr
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Dr Kwang-Jick LEE

Senior Scientific officer

Toxicopharmcologist of Veterinary Drug & Biologicals
Division

Korea National Veterinary Research & Quarantine Service
480, Anyang 6-dong, Manan-gu, Anyang-City, Gyeonggi-do
Republic of Korea

Tel: +82 31 467 1726

Fax: +82 31 467 1795

E-mail: leekwj@nvrgs.go.kr

Dr Yong-Sang Kim

Deputy Director

Animal Health Division
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Government Gwacheon Complex
Joongang-dong, Gwachon-City, Gyonggi-do
Republic of Korea

Tel: +82 2 500 1942

Fax: +82 2 504 0909

E-mail: yskim@maf.go.kr

Dr Myeong-Soo KIM

Senior Veterinary Officer

National Veterinary Research and Quarantine Service

480, Anyang 6-dong, Manan-gu, Anyang-City, Gyeonggi-do
Republic of Korea

Tel: +82 31 467 1942

Fax: +82 31 467 1729

E-mail: kimms@nvrgs.go.kr

Dr Kyu KIM

Assistant Director

Bilateral Cooperation Division

Ministry of Agriculture and Forestry
Government Gwacheon Complex
Joongang-dong, Gwachon-City, Gyonggi-do
Republic of Korea

Tel: +82 2 500 1727

Fax: +82 2 504 6659

E-mail: kimk@maf.go.kr

Dr Suk-Kyung LIM

Veterinary Researcher

Ministry of Agriculture and Forestry

480, Anyang 6-dong, Manan-gu, Anyang-City, Gyeonggi-do
Republic of Korea

Tel: +82 031 467 1776

E-mail: imsk@nvrgs.go.kr

Dr Myoung-Sug KIM

Deputy Director

Pathology Division

National Fisheries Research & Development Institute
Sirang-ri, Gijang-eup, Gijang-kun

Busan 408-1

Republic of Korea

Tel: +82 51 720 2476

E-mail: mskim@momaf.go.kr

Dr Jung-Soo SEO

Deputy Director

Pathology Division

National Fisheries Research & Development Institute
Sirang-ri, Gijang-eup, Gijang-kun

Busan 408-1

Republic of Korea

Tel: +82 51 720 2495

E-mail: jsseosoo@momaf.go.kr
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Dr Hong-Sik YU

Research Officer

Food Safety Research Team

National Fisheries Research & Development Institute
Sirang-ri, Gijang-eup, Gijang-kun, Busan 408-1
Republic of Korea

Tel: +82 51 720 2634

E-mail: yhspknu@momaf.go.kr

Dr Seung-Ryul HWANG

Researcher

Organic Analysis Division

National Institute of Environmental Research
Environmental Research Complex
Kyungseo-dong, Seo-gu, Incheon

Republic of Korea

Tel: +82 32 560 7371

E-mail: naproxh@me.go.kr

Dr Yeong-Sun LEE

Senior Researcher, Head

Division of Antimicrobial Resistance

Ministry of Health and Welfare

Korea Center for Disease Control and Prevention
5 Nokbun-dong, Eunpyung-gu, Seoul

Republic of Korea

Tel: +82 2 380 1478

E-mail: ysleeO7@nih.go.kr

SPAIN - ESPAGNE - ESPANA

Ms Maria Gema CORTES RUIZ

Senior Assessor of Veterinary Medicines

Agencia Espafiola de Medicamentos y Productos Sanitarios
Ministerio de Sanidad y Consumo

c/Campezo 1, Edificio 8 ES 28022 Madrid

Spain

Tel: +34 91 822 54 31

Fax: +34 91 822 54 43

E-mail: geortes@agemed.es

Ms Munoz Madero CRISTINA

Senior Assessor

c/Campezo 1, Edificio 8 ES 28022 Madrid
Spain

Tel: +34 91 822 54 32

Fax: +34 91 822 54 43

E-mail: Cmunoz@agemed.es

SWEDEN - SUEDE - SUECIA

Dr Tor BERGMAN

Chief Veterinary Officer
National Food Administration
P.O. Box 622

SE-75126 Uppsala

Sweden

Tel: +46 18 175587

Fax: +46 175310

E-mail: tor.bergman@slv.se

Dr Christina Maria GREKO

Laboratory Veterinary Officer

Department of Antibiotics, National Veterinary Inst.
SE751 89 Uppsala

Sweden

Tel: +46 18 674337

Fax: +46 18 309162

E-mail: Christina.greko@sva.se
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SUDAN

Ibrahim Elsayed Elfaki NUHA

Sudanes Standards & Metrology Organization
Khartoum Sudan

Tel: +249 9 1213 0569

E-mail: noonvet@yahoo.co.uk

SWITZERLAND - SUISSE - SUIZA

Dr Andreas BAUMGARTNER
Deputy Head of Section
Federal Office of Public Health
BAG, 3003 Bern

Switzerland

Tel: +41 31 322 9582

Fax: +41 31 322 9574

E-mail: andreas.baumgartner@bag.admin.ch

THAILAND - THAILANDE -THAILANDIA

Mrs Weerawan TANGKEO

Deputy Secretary-General, FDA
Ministry of Public Health

88/24 Tiwanan Rd, Nonthaburi, 11000
Thailand

Dr Thongchai CHALERMCHAIKIT
Assoc. Dean of Academic Affairs
Faculty of Veterinary Science
Chulalongkorn University
Henri-Dunant Rd., Pathumwan
Bangkok 10330

Thailand

Tel: +66 2 2189586

Fax: +66 2 218 9587

E-mail: Thongchai.c@chula.ac.th

Mrs Ornanong HENGCHAROEN
Senior Pharmacist

Ministry of Public Health

88/24 Tiwanan Rd, Nonthaburi, 11000
Thailand

Tel: +66 2 590 7319/7058

Fax: +66 2 591 8391

E-mail: h_ornanong@hotmail.com

Dr Sasi JAROENPOJ

Senior Veterinary Officer

Bureau of Livestock Standard and Certification
Phayathai Rd., Rachataevee, Bangkok
Thailand

Tel: +66 2 653 444

Fax: +66 2 653 4917

E-mail: Sasijaroenpoj@yahoo.com

Ms Yupa LAOJINDAPUN
Senior Standards Officer

National Bureau of Agricultural Commodity and Food

Standards (ACFS)

Ministry of Agricultural and Cooperatives
4™ Floor, Rajdamoen Nok Avenue
Bangkok 10200

Thailand

Tel: +62 2 283 1600

Fax: +62 2 283 1669/+62 2 280 3899

E-mail: yupa@acfs.go.th
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Dr Ananthanasuwonge SUPOT
Federation of Thai Industries

14 F1. CP tower 313 Silom RD. Bangrak
Bangkok

Tel: +62 2 638 2121

Fax: +66 2 638 2119

E-mail: supot_a@cpf.co.th

UNITED KINGDOM — ROYAUME UNI - REINO UNIDO

Dr Nick RENN

Head of AMR Policy Unit

Veterinary Medicines Directorate
Woodham Lane, New Ham, Addlestone
Sorrey, KT15 JLS

United Kingdom

Tel: +44 1932 338449

Fax: +44 1932 336618

E-mail: n.renn@vmd.defra.gsi.gov.uk

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

Dr David G. WHITE

Director

National Antimicrobial Resistance Monitoring System
(NARMS)

U.S. Food and Drug Administration
Center for Veterinary Medicine
8401 Muirkirk Rd.

Laurel, MD 20708

United States of America

Tel: +1 301 210 4187

Fax: +1 301 210 4685

E-mail: david.white@fda.hhs.gov
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Appendix 11

PROPOSED AMENDMENT TO THE
TERMS OF REFERENCE OF THE AD HOC CODEX INTERGOVERNMENTAL TASK FORCE
ON ANTIMICROBIAL RESISTANCE

Objectives
To develop science based guidance, taking full account of its risk analysis principles and the work and

standards of other relevant international Organizations, such as FAO, WHO and OIE. The intent of this
guidance is to assess the risks to human health associated with the presence in food and feed including
aquaculture and the transmission through food and feed of antimicrobial resistant microorganisms and
antimicrobial resistance genes and to develop appropriate risk management advice based on that assessment
to reduce such risk. The Task Force should attempt to put into perspective the risk of increase of
antimicrobial resistance in human beings and animal generated by different areas of use of antimicrobials
such as veterinary applications, plant protection or food processing.

Terms of reference
[ No Change ]

Time frame
[ No Change ]
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Appendix I
PROJECT DOCUMENT
DEVELOPMENT OF SCIENCE-BASED RISK ASSESSMENT GUIDANCE REGARDING
FOODBORNE ANTIMICROBIAL RESISTANT MICROORGANISMS

1. Purpose and scope of the proposed work

The purpose of the proposed work is to develop rational, science-based guidance, taking full account of the
prior work on risk assessment principles and standards of Codex and other relevant international
organizations, such as FAO, WHO and OIE, as well as of national/regional authorities. The intent of this
guidance is to support JEMRA and/or national/regional authorities in assessing the potential overall risk to
human health associated with the presence in food and feed (including aquaculture), and the transmission
through food and feed, of antimicrobial resistant microorganisms and resistance determinants.

Other relevant completed or on-going work undertaken in similar areas at national, regional and international
levels should also be taken into account, keeping in mind that the focus of the proposed work should be the
food safety risk assessment, built on Codex and OIE foundational documents.

The Codex guidance developed by the Task Force may provide a framework for member countries to
respond to antimicrobial resistance risk when they have limited capacity to carry out risk assessments.

2. Relevance and timeliness

This work would be consistent with the proposed activities detailed in Annex 2 of CL 2006/38-AMR as well
as the Terms of Reference of the Task Force. It is also consistent with Codex Code of Practice to Minimize
and Contain Antimicrobial Resistance (CAC/RCP 61-2005) and with the OIE Risk Assessment for
Antimicrobial Resistance Arising from the Use of Antimicrobials in Animals (OIE Terrestrial Animal Health
Code 2007) guidance as well as the Codex Guideline CAC/GL 30-1999) on the Conduct of Microbiological
Risk Assessment and the specific guidelines developed by JEMRA (see section 7).

One key point from the FAO/WHO/OIE consultations is that certain antimicrobial resistant foodborne
microorganism were identified as being a possible microbiological food safety hazard. As such, Codex work
on microbiological risk assessment for foodborne microorganisms are relevant because the presence of
resistance gene reservoirs, acquisition, amplification, transmission and spread to susceptible hosts require
propagation of resistance determinants within microbial hosts. In addition, Codex and other work on risk
analysis principles as applied to veterinary drugs used in food-producing animals are relevant because these
drugs can select for resistant microrganisms in animals, which can be the source of antimicrobial resistant
microorganism on food and/or in human patients with relevant illness. Therefore, the application of the
relevant existing and developing Codex and other documents and guidelines on risk assessment should be
used and modified or extended where necessary to encompass risk analysis of the human health concerns
associated with antimicrobial resistant foodborne microorganisms.

3. Main aspects to be covered

The Task Force will develop an appropriate risk assessment set of criteria and a process for JEMRA and/or
national/regional authorities to use to determine the overall risk to human health relating to antimicrobial
resistant microorganisms and resistance determinants in feed, food animals (including aquaculture), food
production/processing, and retail foods, arising from the non human use of antimicrobials. When considering
the risk related to a specific antimicrobial resistance concern, the Task Force will take into consideration the
impact on human health.

The completed guidance should:

- Address, if possible, the overall risk to human health for each antimicrobial use (e.g. usage, species,
micoorganisms, dosage, regime)

- be a sequence of assessment steps covering the likelihood of transfer of resistant microorganims and
resistance determinants from animals to humans;

- provide techniques to evaluate the parameters at each step, using the appropriate data input to that
step. These parameters and input need to be identified,;
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- provide techniques to enable the output of one step to be used as the input for the next step (e.g. flow
charts, decision trees);

- provide techniques to evaluate risk management options as appropriate;
- include a method to document datasources, procedures and results.

This proposed new work will build upon the risk analysis processes already in place within Codex, JEMRA
and within OIE for risk assessment with regard to human health concerns by adapting and consolidating
them in the framework of risk assessment for antimicrobial resistance, similar to the OIE work on risk
analysis included in its Terrestrial Animal Health Code

(http://www.oie.int/eng/normes/mcode/en_chapitre 3.9.4.htm ).

4. Assessment against the criteria for the establishment of work priorities

Consumer protection from the point of view of health, food safety, ensuring fair practices in the food trade
and taking into account the identified needs of developing countries: This proposed new work would
provide additional guidance for JEMRA and national/regional authorities to use in assessing the overall risk
of food containing antimicrobial resistant microorganism, thus assisting in establishing the overall safety of
the food and the subsequent risk management options and appropriate level of protection for consumers. The
project could particularly assist countries that have limited experience with food safety risk assessments,
particularly for evaluating antimicrobial resistant microorganisms.

Diversification of national legislations and apparent resultant or potential impediments to international trade:
This proposed new work would provide internationally-recognized scientific guidance that JEMRA and
national/regional authorities may use to carry out risk assessment activities. Such internationally-agreed
guidance can help ensure consistent approaches for the food safety assessment for such foods.

Scope of work and establishment of priorities between the various sections of the work: The scope of the
work relates to work previously undertaken by Codex on a high priority basis.

Work already undertaken by other organizations in this field: This proposed new work is consistent with,
complements, and builds upon work already undertaken by other international organizations such as WHO,
OIE and FAO; and is an extension or adaptation of work developed in the CCFH, CCRVDF, and JEMRA
that focuses on foodborne microorganism that are resistant to antimicrobials.

5. Relevance to the Codex strategic objectives

This proposal is consistent with the following strategic goals presented in the Codex Strategic Plan 2008-
2013:

- Promoting Sound Regulatory Frameworks (Activity 1.5);

- Promoting Widest and Consistent Application of Scientific Principles and Risk Analysis (Activities
2.3and 2.5); and

- Promoting Cooperation between Codex and other Relevant International Organizations (Activities 4.1
and 4.3).

6. Information on the relation between the proposal and other existing Codex documents

The proposed document will fully take into account the provisions in the Codex Code of Practice to
Minimize and Contain Antimicrobial Resistance (CAC/RCP 61-2005), in the Codex Recommended
International Code of Hygiene Practice for Control of the Use of Veterinary Drugs (CAC/RCP 38-1993) and
in the Codex Principles and Guidelines for the Conduct of Microbiological Risk Assessment (CAC/GL 30-
1999).

7. ldentification of any requirement for and availability of expert scientific advice

Scientific input contained in the following reports and documentation will be taken into consideration:

. Second Joint FAO/OIE/WHO Expert Workshop on Non-Human Antimicrobial Usage and
Antimicrobial Resistance: Management options (Oslo, Norway, 15-18 March 2004)
http://www.who.int/foodsafety/publications/micro/mar04/en/index.html);
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o First Joint FAO/OIE/WHO Expert Workshop on Non-human Antimicrobial Usage and Antimicrobial
Resistance: Scientific assessment (Geneva, Switzeland, 1-5 December 2003)
http://www.who.int/foodsafety/publications/micro/nov2003/en/index.html

o OIE List of Antimicrobials of Veterinary Importance, RESOLUTION No. XXXIII
http://www.oie.int/downld/SG/2006/A_RF_2006_WEBPUB.pdf p.152;

o Critically important antibacterial agents or human medicine for risk management of non-human use.
Report of a WHO working group consultation (Canberra, Australia, 15 - 18 February 2005)
http://www.who.int/foodborne_disease/resistance/FBD_CanberraAntibacterial FEB2005.pdf;

o Report of a Joint FAO/OIE/WHO Expert Consultation on Antimicrobial Use in Aquaculture and
Antimicrobial Resistance (Seoul, Republic of Korea, 13-16 June 2006)
http://www.fao.org/ag/agn/food/risk_antimicrobial_en.stm;

o OIE Terrestrial Animal Health Code — Part 3, Section 3.9. Antimicrobial resistance
http://www.oie.int/eng/normes/mcode/en_titre_3.9.htm ;
o Second WHO Expert Meeting on Critically Important Antimicrobials for Human Medicine

(Copenhagen, Denmark, 29-31 May 2007)
http://www.who.int/foodborne_disease/resistance/antimicrobials_human.pdf);

o FAO/OIE/WHO expert meeting on critically important antimicrobials (Rome, Italy, 26-30 November
2007) ;

o WHO documents/guidelines on containment of antimicrobial resistance in animals for food.
http://www.who.int/foodborne_disease/resistance/en/index.html;

) JEMRA Guidelines:
Hazard characterization for pathogens in food and water
Microbiological risk assessment series 3, FAO/WHO (2004)
http://www.fao.org/ag/agn/agns/jemra_guidelines_hazard_en.asp;
Exposure Assessment Microbiological Risk Assessment Series 7, FAO/WHO
http://www.fao.org/ag/agn/agns/jemra_guidelines_exposure_en.asp; and
Risk Characterization
http://www.fao.org/ag/agn/agns/jemra_guidelines_risk_en.asp.
FAO/WHO Food Safety Risk Analysis Guide for National Food Safety Authorities (Food and
Nutrition Paper #87, FAO, 2006).

8. Identification of any need for technical input to the standard from external bodies so that this can be
planned for
The Task Force will take into consideration existing scientific information including the reports referenced in

7 above. If required, the Task Force may request additional input including from FAO/WHO/OIE, including
JEMRA, to establish an expert consultation to provide additional scientific advice.

9. The proposed time-line for completion of the new work, including the start date, the proposed date
for adoption at Step 5, and the proposed date for adoption by the Commission; the time frame for
developing a standard should not normally exceed five years.

Envisaging the use of inter-sessional working groups, the following is a proposed time-line:

Activity Step/date
Task Force agrees on the work to be undertaken October 2007
Commission approves new work July 2008
Step 5 2010
Adoption by the Commission 2011
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Appendix IV

PROJECT DOCUMENT

DEVELOPMENT OF RISK MANAGEMENT GUIDANCE TO CONTAIN FOODBORNE
ANTIMICROBIAL RESISTANT MICROORGANISMS

1. Purpose and scope of the proposed work

The purpose of the proposed work is to develop appropriate risk management guidance for national/regional
authorities that may be necessary following risk profiling and/or risk assessments, usually undertaken as
described in the Risk Assessment and Risk Profile project documents prepared by the Task Force. Guidance
will also be provided on how to measure and monitor the effectiveness of the selected risk management
options, including establishing a baseline against which subsequent changes can be measured.

The Task Force, in developing guidance, should consider a continuum of possible interventions along the
entire food chain, each step of which can reduce risk by minimizing and containing antimicrobial resistant
microorganisms and resistance determinants.

2. Relevance and timeliness

This work would be consistent with the proposed activities detailed in Annex 2 of CL 2006/38-AMR as well
as the Terms of Reference of the Task Force. It is also consistent with Codex Code of Practice to minimize
and Contain Antimicrobial Resistance (CAC/RCP 61-2005) and with the OIE Guidelines relating to risk
management for antimicrobial resistance (Section 3.9 of OIE Terrestrial Animal Health Code 2007).
Antimicrobial agents are essential for human and animal health and welfare. Antimicrobial agents are widely
used in humans, food-producing animals, including aquaculture, plants and food processing in order to treat
or prevent disease or as a production aid (growth promotion) or as a preservative.

Antimicrobial resistance of important human pathogenic microorganisms is increasingly perceived as a threat
to public health. Any use of antimicrobials, whether in humans, animals, plants or food-processing, may
potentially lead to antimicrobial resistance.

The 2001 WHO  Global Strategy for  Containment of  Antimicrobial  Resistance
(http://mvww.who.int/csr/resources/publications/drugresist/WHO_CDS_CSR_DRS_2001_2_EN/en/)
recognizes that antimicrobial resistance is a serious human health problem and that “improving antimicrobial
use must be a key action in efforts to contain resistance.” In order to address that portion of resistance in
human pathogens attributable to antimicrobial resistant foodborne microorganisms, additional consultations
were convened. Antimicrobial resistance has been discussed at two prior joint consultations of
WHO/OIE/FAO (cited above) and the 29™ CAC Session (July, 2006) recommended that the formation of the
Task Force and the development of a Project Document are relevant next steps to be taken in a timely
manner. Initial discussion of antimicrobial resistance within Codex is contained in CX/RVDF 01/10 July
2001. One key point from the FAO/OIE/WHO consultations is that certain antimicrobial resistant foodborne
microorganisms were identified as being possible microbiological food safety hazard agents.

As such, Codex work on microbiological risk management for foodborne microbes is very relevant because
the presence of resistance gene reservoirs, gene acquisition, amplification, transmission and spread to
susceptible hosts requires propagation of resistance determinants within microbial hosts. In addition, Codex
and other work on risk analysis principles as applied to veterinary drugs used in food-producing animals are
very relevant because these drugs can select for resistant microorganisms in animals which can be the source
of resistant microorganisms on food and/or in human patients with relevant illness.

Therefore, the application of the relevant existing and developing Codex and other documents and guidelines
on risk assessment, risk management, and risk communication should be used and modified or extended
where necessary to encompass risk analysis of the human health concerns associated with antimicrobial
resistant foodborne microorganisms.
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3. Main aspects to be covered

The Task Force will develop appropriate risk management options throughout the “farm-to-table”
continuum. This will be done by utilizing relevant Codex, OIE, WHO and FAO documents. The goal is to
protect human health by minimizing and containing antimicrobial resistant foodborne microorganisms and
resistance determinants that may be transmitted through the food chain. Risk management options that can
be implemented by the various food chain participants may include but are not limited to:

- Regulatory authorities - antimicrobial product approval/non-approval/withdrawal,
surveillance/compliance; regulatory controls on conditions of use; establishment of co-ordinated and
coherent surveillance networks at national/regional/international levels that may include links between
established surveillance networks in human and veterinary medicines.

- National/regional/international authorities - resistance monitoring of foodborne pathogens and selected
commensal microorganisms isolated from food-producing animals, food, humans, and plants, as
appropriate; foodborne disease surveillance; development and implementation of responsible use
guidelines

- National authorities or other stakeholders - Antimicrobial usage monitoring; accounting of use.

- Veterinary associations and allied organizations — development and implementation of responsible use
guidelines; education of veterinarians and clients.

- Animal feed industry — processes and controls on animal feed production.
- Food animal (including aquaculture) producers — quality assurance programs.

- Food production industry — food processing; hygiene controls (e.g. HACCP; decontamination of
carcasses).

- Veterinary pharmaceutical industry — development and implementation of responsible use guidelines;
compliance with regulatory controls; good manufacturing practices for quality products.

Additionally, risk management options may include programmes promoting the development of new
antimicrobial agents, alternative treatments, and prevention programmes such as vaccination.

The Task Force will provide guidance for national/regional authorities as to the most appropriate actions to
be implemented for a particular foodborne antimicrobial risk. The guidance will take into account that
antimicrobials administered to animals also play a major role in animal health.

The Task Force will provide guidance on how the recommendations might be implemented on a
regional/national basis taking into account the feasibility (for example, infrastructure, expertise, funding,
etc.) of implementation. When there is evidence that a risk to human health exists but scientific data are
insufficient or incomplete, it may be appropriate for countries to select a provisional decision, while
obtaining additional information that may inform and if necessary modify the provisional decision. In those
instances, the provisional nature of the decision should be communicated to all interested parties and the
timeframe or circumstances under which the provisional decision will be reconsidered (e.g. reconsideration
after the completion of a risk assessment) should be articulated when the decision is communicated initially.

For those antimicrobial products and associated foodborne antimicrobial resistant microorganisms that will
be of the highest risk classification, the guidance will provide the following additional options that should be
considered for priority implementation by the national/regional authorities:

- Regulatory review of currently approved antimicrobials by national risk assessment guidelines.
- Resistance monitoring and usage monitoring (specifics to be determined).
- Responsible use guidelines including consideration of alternative treatments or conditions of use.

- The Task Force will describe methods to measure the effectiveness of the risk management options
such as:

- Trends in antimicrobial resistant foodborne microorganisms by monitoring of animals, foods and
humans.

- Trends in human foodborne disease (matched to public health goals).
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- Antimicrobial usage monitoring trends, etc.

The Task Force will recommend actions to be taken for capacity building to enable implementation in
resource-limited regions/nations. To enable implementation of risk management options, it is proposed that
resource-limited regional/national authorities work cooperatively with nations/organizations/companies that
have programs in place. Capacity building has been discussed such as in the following three examples:

- http://www.fao.org/docrep/009/a0083e/a0083e00.htm
- http://www.who.int/topics/foodborne_diseases/aquaculture_rep_13_16june2006%20.pdf
- http://www.oie.int/eng/oie/organisation/en_vet _eval tool.htm?eld2

Risk Communication strategies will be addressed within the context of the FAO/WHO Food Safety Risk
Analysis Guide for National Food Safety Authorities (Food and Nutrition Paper #87, FAO, 2006). Risk
assessors and risk managers must communicate effectively to ensure that the appropriate work is undertaken.
The Task Force will detail in its guidance the specific steps to be taken. For example, see “The application
of risk communication to food standards and safety matters” FAO/WHO, FAO Food and Nutrition Paper
no.70; http://www.fao.org/docrep/005/x1271e/x1271e00.htm.

4. Assessment against the criteria for the establishment of work priorities

Consumer protection from the point of view of health, food safety, ensuring fair practices in the food trade
and taking into account the identified needs of developing countries:  This proposed new work would
provide additional guidance for national/regional authorities to use in assessing the overall risk of food
containing antimicrobial resistant microorganisms, thus assisting in establishing the overall safety of the food
and the subsequent risk management options and appropriate level of protection for consumers. The project
could particularly assist countries that have limited experience with food safety risk management for
antimicrobial resistant microorganisms.

Diversification of national legislations and apparent resultant or potential impediments to international trade:
This proposed new work would provide internationally-recognized risk management guidance that
national/regional authorities may use to carry out risk management activities. Such internationally-agreed
guidance can help ensure consistent approaches for the food safety risk management for such foods.

Scope of work and establishment of priorities between the various sections of the work: The scope of the
work relates to work previously undertaken by Codex on a high priority basis.

Work already undertaken by other organizations in this field: This proposed new work is consistent with,
complements, and builds upon work already undertaken by other international organizations such as WHO,
OIE and FAOQ; and is an extension or adaptation of work developed in the CCFH and CCRVDF that focuses
on foodborne microorganisms that are resistant to antimicrobials.

5. Relevance to the Codex strategic objectives

This proposal is consistent with the following strategic goals presented in the Codex Strategic Plan 2008-
2013:

- Promoting Sound Regulatory Frameworks (Activity 1.5);

- Promoting Widest and Consistent Application of Scientific Principles and Risk Analysis (Activities 2.3
and 2.5).

- Promoting Cooperation between Codex and other Relevant International Organizations (Activities 4.1
and 4.3).

6. Information on the relation between the proposal and other existing Codex documents

The proposed document will fully take into account the provisions in the Codex Code of Practice to
Minimize and Contain Antimicrobial Resistance (CAC/RCP 61-2005), in the Codex Recommended
International Code of Hygiene Practice for Control of the Use of Veterinary Drugs (CAC/RCP 38-1993) and
in the Codex Principles and Guidelines for the Conduct of Microbiological Risk Management (CAC/GL 63-
2007). Upon adoption of the proposed document, the Codex Code of Practice to Minimize and Contain
Antimicrobial Resistance (CAC/RCP 61-2005) and the Codex Recommended International Code of Hygiene
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Practice for Control of the Use of Veterinary Drugs (CAC/RCP 38-1993) should be revoked or amended as
appropriate, to ensure consistency and avoid duplication within the Codex Alimentarius.

7. Identification of any requirement for and availability of expert scientific advice

Scientific input contained in the following reports and documentation will be taken into consideration:

. Second Joint FAO/OIE/WHO Expert Workshop on Non-Human Antimicrobial Usage and
Antimicrobial Resistance: Management options (Oslo, Norway, 15-18 March 2004)
http://www.who.int/foodsafety/publications/micro/mar04/en/index.html

o First Joint FAO/OIE/WHO Expert Workshop on Non-human Antimicrobial Usage and Antimicrobial
Resistance: Scientific assessment (Geneva, Switzerland, 1-5 December 2003)
http://www.who.int/foodsafety/publications/micro/nov2003/en/index.html

o OIE List of Antimicrobials of Veterinary Importance, RESOLUTION No. XXXIII
http://www.oie.int/downld/SG/2006/A_RF_2006_WEBPUB.pdf, p.152

) Critically important antimicrobial agents or human medicine for risk management of non-human use.
Report of a WHO working group consultation (Canberra, Australia, 15 - 18 February 2005,)
http://www.who.int/foodborne_disease/resistance/FBD_CanberraAntimicroorganismsl_FEB2005.pdf

o Report of a Joint FAO/OIE/WHO Expert Consultation on Antimicrobial Use in Aquaculture and
Antimicrobial Resistance (Seoul, Republic of Korea, 13-16 June 2006)
http://www.fao.org/ag/agn/food/risk_antimicrobial_en.stm

. OIE Terrestrial Animal Health Code — Part 3, Section 3.9. Antimicrobial Resistance
http://www.oie.int/eng/normes/mcode/en_titre_3.9.htm
) Second WHO Expert Meeting on Critically Important Antimicrobials for Human Medicine

(Copenhagen, Denmark, 29-31 May 2007)
http://www.who.int/foodborne_disease/resistance/antimicrobials_human.pdf

o FAO/OIE/WHO expert meeting on critically important antimicrobials (Rome, 26-30 November 2007)

o WHO documents/guidelines on containment of antimicrobial resistance in animals for food
http://www.who.int/foodborne_disease/resistance/en/index.html

o FAO/WHO Food Safety Risk Analysis Guide for National Food Safety Authorities (Food and
Nutrition Paper #87, FAO, 2006).

8. Identification of any need for technical input to the standard from external bodies so that this can be
planned for
The Task Force will take into consideration existing risk management information including the reports

referenced in 7 above. If required, the task force may request additional input including from
FAO/OIE/WHO to establish an expert consultation to provide additional advice.

9. The proposed time-line for completion of the new work, including the start date, the proposed date
for adoption at Step 5, and the proposed date for adoption by the Commission; the time frame for
developing a standard should not normally exceed five years.

Envisaging the use of inter-sessional working groups the following is a proposed time-line:

Activity Step/date
Task Force agrees on the work to be undertaken October 2007
Commission approves new work July 2008
Step 5 2010
Adoption by the Commission 2011
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Appendix V
PROJECT DOCUMENT
DEVELOPMENT OF GUIDANCE ON CREATING RISK PROFILES FOR ANTIMICROBIAL
RESISTANT FOODBORNE MICROORGANISMS FOR SETTING RISK ASSESSMENT AND
MANAGEMENT PRIORITIES

1. Purpose and scope of the proposed work

The purpose of this project is to develop guidance on:

o identifying food safety issues related to antimicrobial resistance;
. data needed for risk profiles; and
o setting priorities with respect to risks related to antimicrobial resistant foodborne microorganisms.

This guidance can be used by JEMRA and/or national/regional authorities when undertaking possible full
risk assessments in the future. For the purpose of these principles, preliminary risk management activities are
taken to include identification of a food safety problem; establishment of a risk profile’, ranking of the
hazard for risk assessment and risk management priority; establishment of risk assessment policy for the
conduct of the risk assessment, commissioning of the risk assessment, and consideration of the results of the
risk assessment.

Establishment of risk profiles with respect to the presence in food (including aquaculture) and feed of
antimicrobial resistant microorganisms and resistance determinants is critical to the development of the
appropriate risk assessment and risk management options and strategies.

This guidance will take into full account of the prior work on risk analysis principles and standards of Codex
and other relevant international organizations, such as FAO, WHO and OIE, as well as of national/regional
authorities. Other relevant completed or on-going work undertaken in similar areas directed at assessing
preliminary data and setting priorities at national, regional and international levels should also be taken into
account.

2. Relevance and timeliness

Antimicrobial resistance has been discussed at two prior joint consultations of WHO/OIE/FAO and the 29"
CAC Session (July, 2006) recommended that the formation of the Task Force and the development of Project
Documents are relevant next steps to be taken in a timely manner. One key point from the consultations is
that certain antimicrobial resistant foodborne microorganisms were identified as being possible
microbiological food safety hazards.

3. Main aspects to be covered

Preliminary risk management activities include the establishment of a risk profile to facilitate consideration
of the issue within a particular context, and provide as much information as possible to guide further action.
As a result of this process, the risk manager may commission a risk assessment as an independent scientific
process to inform decision-making. When there is evidence that a risk to human health exists but scientific
data are insufficient or incomplete, it may be appropriate for countries to select a provisional decision, while
obtaining additional information that may inform and if necessary modify the provisional decision. In those
instances, the provisional nature of the decision should be communicated to all interested parties and the
timeframe or circumstances under which the provisional decision will be reconsidered (e.g. reconsideration
after the completion of a risk assessment) should be articulated when the decision is communicated initially.

Criteria to be used for establishing risk priorities will build upon the processes that have already been
identified, particularly those that are in place within Codex and within OIE (see OIE Risk Analysis
Terrestrial Animal Code guideline) (http://www.oie.int/eng/normes/mcode/en_chapitre 3.9.4.htm ).

! See the definition in the Codex Procedural Manual.
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Other relevant activities undertaken in this area at international, regional and national levels should also be
considered. For example, WHO and OIE information about critically important antimicrobials used in human
and veterinary medicine, the Principles and Guidelines for the Conduct of Microbiological Risk Management
(CAC/GL63-2007), Risk profile on antimicrobial resistant microorganisms in food (CX/FH 00/11) and the
2006 Joint FAO/WHO expert meeting Report from Kiel, Germany. The development of these criteria should
also take into account national resistance monitoring program data, published sources and other data
recognized as valid.

It is expected that this work could consider but not be limited to:

- Antimicrobial agents or classes used in food producing animals that would significantly impact on
human medicine due to the development or dissemination of antimicrobial resistance?

- Importance of the drug in human medicine (indications, extent of use, level of resistance, availability
of alternative drugs, resistance mechanisms, etc.).

- Information on drug use in various animal species.

- Relevant data that is available concerning antimicrobial resistant microorganisms in feed, food animals
(including aquaculture), food production/processing, and retail foods as well as identification of
important data that may need to be collected and analyzed; relying on national resistance monitoring
program data, published sources and other data recognized as valid.

- Information about human exposure to hazard including routes of exposure.
- Information on adverse health effects in humans (e.g., dose-response, type and severity of adverse
health effects, and at-risk population characteristics).

4. Assessment against the criteria for the establishment of work priorities

Consumer protection from the point of view of health, food safety, ensuring fair practices in the food trade
and taking into account the identified needs of developing countries: This proposed new work would provide
additional guidance for JEMRA and national/regional authorities to use in assessing the overall risk of food
containing antimicrobial resistant microorganisms, thus assisting in establishing the overall safety of the food
and the subsequent risk management options and appropriate level of protection for consumers. The project
could particularly assist countries that have limited experience with food safety risk assessments, particularly
for evaluating antimicrobial resistant microorganisms.

Diversification of national legislations and apparent resultant or potential impediments to international trade:
This proposed new work would provide internationally-recognized scientific guidance that JEMRA and
national/regional authorities may use to carry out risk assessment activities. Such internationally-agreed
guidance can help ensure consistent approaches for the food safety assessment for such foods.

Scope of work and establishment of priorities between the various sections of the work: The scope of the
work relates to work previously undertaken by Codex on a high priority basis.

Work already undertaken by other organizations in this field: This proposed new work is consistent with,
complements, and builds upon work already undertaken by other international organizations such as WHO,
OIE and FAO; and is an extension or adaptation of work developed in the CCFH, CCRVDF, and JEMRA
that focuses on foodborne microorganisms that are resistant to antimicrobials.

5. Relevance to the Codex strategic objectives

This proposal is consistent with the following strategic goals presented in the Codex Strategic Plan 2008-
2013:

- Promoting Sound Regulatory Frameworks (Activity 1.5);

- Promoting Widest and Consistent Application of Scientific Principles and Risk Analysis (Activities 2.3
and 2.5).

- Promoting Cooperation between Codex and other Relevant International Organizations (Activities 4.1
and 4.3).
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6. Information on the relation between the proposal and other existing Codex documents

The proposed document will fully take into account the provisions in the Codex Code of Practice to
Minimize and Contain Antimicrobial Resistance (CAC/RCP 61-2005), in the Codex Recommended
International Code of Hygiene Practice for Control of the Use of Veterinary Drugs (CAC/RCP 38-1993), and
in the Codex Principles and Guidelines for the Conduct of Microbiological Risk Management (CAC/GL 63-
2007).

7. ldentification of any requirement for and availability of expert scientific advice

Scientific input contained in the following reports and documentation will be taken into consideration:

. Second Joint FAO/OIE/WHO Expert Workshop on Non-Human Antimicrobial Usage and
Antimicrobial Resistance: Management options (Oslo, Norway 15-18 March 2004)
http://www.who.int/foodsafety/publications/micro/mar04/en/index.html

o OIE List of Antimicrobials of Veterinary Importance, RESOLUTION No. XXXIII
http://www.oie.int/downld/SG/2006/A_RF_2006_WEBPUB.pdf, p.152

o Critically important antibacterial agents or human medicine for risk management of non-human use.
Report of a WHO working group consultation (Canberra, Australia, 15 - 18 February 2005)
http://www.who.int/foodborne_disease/resistance/FBD_CanberraAntibacterial FEB2005.pdf

o Report of a Joint FAO/OIE/WHO Expert Consultation on Antimicrobial Use in Aquaculture and
Antimicrobial Resistance (Seoul, Republic of Korea, 13-16 June 2006)
http://www.fao.org/ag/agn/food/risk_antimicrobial_en.stm

. OIE Terrestrial Animal Health Code — Part 3, Section 3.9 Antimicrobial Resistance

o http://www.oie.int/eng/normes/mcode/en_titre_3.9.htm

. Joint FAO/WHO/OIE Expert meeting on Critically Important Antimicrobials (Copenhagen, Denmark,
29-31 May 2007)

) Joint FAO/WHO/OIE Expert meeting on Critically Important Antimicrobials (Rome, Italy, 26-30
November 2007)

o WHO documents/guidelines on containment of antimicrobial resistance in animals for food
http://www.who.int/foodborne_disease/resistance/en/index.html

o FAO/WHO Food Safety Risk Analysis Guide for National Food Safety Authorities (Food and
Nutrition Paper #87, FAO, 2006).

8. Identification of any need for technical input to the standard from external bodies so that this can be
planned for
The Task Force will take into consideration existing risk profiling information including the reports

referenced in 7 above. If required, the task force may request additional input including from
FAO/OIE/WHO to establish an expert consultation to provide additional advice.

9. The proposed time-line for completion of the new work, including the start date, the proposed date
for adoption at Step 5, and the proposed date for adoption by the Commission; the time frame for
developing a standard should not normally exceed five years

Envisaging the use of inter-sessional working groups the following is a proposed time-line:

Activity Step/date
Task Force agrees on the work to be undertaken October 2007
Commission approves new work July 2008
Step 5 2010
Adoption by the Commission 2011






