Zrk11

codex alimentarius commission

FOOD AND AGRICULTURE
ORGANIZATION
OF THE UNITED NATIONS

JOINT OFFICE: Viale defle Terme i Caracalla 00100 ROME Tel: 39 06 57051 www.codcxalimentwios.net Email: codex @ fao.org Fucsimite: 39 06 5705 4593

CX 4/80.1 CL 2004/7- FBT
March 2004

TO: Codex Contact Points
Interested International Organizations

FROM: Secretary,
Codex Alimentarius Commission, Joint FAQ/WHO Food Standards Programme
FAOQ, Viale delle Terme di Caracalla, 00100 Rome, ltaly

SUBJECT: Request for comments on the Draft Terms of Reference and Project Proposal for
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BACKGROUND

The 26" Session of the Codex Alimentarius Commission considered the proposal to establish a new
Task Force on Foods Derived from Biotechnology and requested Japan to submit a propesal on the
new Task Force including Terms of Reference for consideration at the next Session. Such a proposal
would be formulated in consultation with the Codex Secretariat as appropriate, taking account of the
need and priority expressed by Codex Member Countries, including the suggestions made at the 4t
session of the 4d Hoc Task Force. It was also suggested that the proposed Terms of Reference should
be based on the criteria for the establishment of the subsidiary body with precise terms of reference,
project proposal and time frame (see paragraph 230 of ALINORM 03/41).

2. The 53" Session of the Executive Committee of the Codex Alimentarius Commission agreed
that Japan would prepare a project document in the form of draft terms of reference for a new Ad Hoc
Task Force with a list of potential areas of work, that this document be circulated to governments for
comments and that the Commission would take the final decision as to whether Task Force should be
established to undertake new work in this area (see paragraph 108 of ALINORM 04/27/3).

REQUEST FOR COMMENTS

3. The Draft Terms of Reference and Project Proposal for the New Ad Hoc Intergovernmental
Task Force on Foods Derived from Biotechnology attached to this letter is hereby circulated for
comments. Member Governments and International Organizations with Codex Observer Status
wishing to submit comments should do so in writing, preferably by e-mail in Word format, to the
above addresses by 31 May 2004.



Annex

Draft Terms of Reference and Project Proposal for the New Ad Hoc Intergovernmental
Task Force on Foods Derived from Biotechnology

Draft Terms of Reference

Objectives

To develop standards, guidelines or recommendations, as appropriate, for foods derived from modern
biotechnology or traits introduced into foods by modern biotechnology, on the basis of scientific evidence,
risk analysis and having regard, where appropriate, to other legitimate factors relevant to the health of
consumers and the promotion of fair trade practices.

Time frame

The Task Force shall complete its work within four years. The Task Force should submit a fuli report in
2009,

Terms of Reference

(a) To elaborate standards, guidelines, or other principles, as appropriate, for foods derived from modemn
biotechnology;

(b) To coordinate and closely collaborate, as necessary, with appropriate Codex Committees within their
mandate as relates to foods derived from modern biotechnology; and

(c) To take full account of existing work carried out by national authorities, FAO, WHO, other international
organizations and other relevant international fora.
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Project Document: Proposal for New Work on Foods Derived from Modern
Biotechnology

Prepared by Japan
1. The purposes and the scope of the Task Force.

To develop standards, guidelines or recommendations, as appropriate, for foods derived from modem
biotechnology or traits introduced into foods by modern biotechnology, on the basis of scientific evidence,
risk analysis and having regard, where appropriate, to other legitimate factors relevant to the health of
consumers and promotion of fair trade practices.

2. Tts relevance and timeliness.

The Codex Ad Hoc Intergovernmental Task Force on Food Derived from Biotechnology (2000 — 2003)
produced Principles for the Risk Analysis of Foods Derived from Modern Biotechnology and Guidelines
for the Conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA Plants and of Foods
Produced Using Recombinant-DNA Microorganisms. The last session of the Task Force in March 20603
exchanged the views on the possible future works on foods derived from modern biotechnology that the
Codex would have to undertake and noted various proposals that had not been covered by the above
mentioned guidelines. The 26" Session of the Codex Alimentarius Commission in 2003 also noted the
opinions expressed by many delegations that the Codex should continue the discussion on foods derived
from modern biotechnology and agreed to ask the Japanese government to draft the proposed work plan to
establish the new Task Force for its consideration at the next Session. In view of these proposals and views
expressed in the final session of Task Force and the Commission, it is relevant and timely to resume work
to elaborate Codex texts on foods derived from modern biotechnology that would further support the
Principles for the Risk Analysis of Foods Derived from Modern Biotechnology.

3. The main aspects to be covered.

The new Task Force should have a limited scope to ensure successful completion of meaningful work
within the specified timeframe, a maximum of four years. Keeping the scope of the work science-based and
focused on two or three specific topics will facilitate achieving the goal of the new Task Force to produce
useful outputs in an efficient manner within the limited resource.

The identification and prioritization of main aspects should be made at the first meeting of the new Task
Force. The intent would be to focus principally on mechanisms aimed at assuring safety, including
developing recommendations, standards or relevant guidance where supportable by the available science.
The items below are listed as possible areas for discussions just for illustrative purposes and will not
prejudge any future decision by the new Task Force:

Transgenetic Animals, including Fish
Cloned animals

Plants expressing bioactive substances

Low level presence of unauthorized genetically engineered food
4. An assessment against the Criteria for the establishment of work priorities.

As modern biotechnology can be significant powerful tools for the production of food, the safety of foods
derived from modern biotechnology must be ensured as much as possible. The safety of foods derived
from modem biotechnology, its potential risks to consumer health and promotion of its fair trade must be
fully considered. And there are not any internationally uniformed national legislations and results of work
done and/or being done by other relevant international fora and organizations in the field of the evaluation
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of the aspects of foods derived from modern biotechnology. Therefore, this proposal is consistent with
Criteria for the Establishment of Work Priority as follows.

Criteria applicable to general subjecls:
(a) Consumer protection from the point of view of health and fraudulent practices
The purpose of the new Task Force is to develop standards, guidelines or recommendations to ensure
the safety of foods derived from modern biotechnology taking into account its potential risks to
consumer health. This will contribute to the consumer protection from the point of view of health and
fraudulent practices. _
(b) Diversification of national legislations and apparent resultant or potential impediments to international
trade.
If there is no international standard, guideline or recommendation for the foods derived from modern
biotechnology, there would be divergent national standards which could be potential impediments to
international trade of these products.
(c) Scope of work and establishment of priorities between the various sections of the work.
The scope of the work is mentioned in the Section 1 “The purposes and the scope of the Task Force”
and the prioritization of the work to be done will be undertaken in the first Session of the Task Force
as explained in the Section 3.
(d) Work already undertaken by other international organizations in this field.
There is no other internationa! organization that has undertaken international standard setting activities
for the foods derived from modern biotechnology.

5. Relevance to the Codex strategic objectives.

The new work contributes to the safety of human health and fair trade of foods derived from modem
biotechnology by satisfying the following objectives as described in the “Strategic objectives and
priorities” (CAC Strategic Framewerk 2003 - 2007). It should be noted that the previous Task Force left
several important aspects of foods derived from modern biotechnelogy untouched. ‘

Objective 1 :  Promoting sound regulatory frameworks

Objective 2 :  Promoting widest and consistent application of scientific principles and risk analysis

Objective 4;  Enhancing capacity to respond effectively and expeditiously to new issues, concems and
developments in the food sector

Objective 6: Promoting maximum application of Codex standards

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

The previous Task Force produced the following documents which are related with the other existing
Codex documents, especially with the Working Principles for the Risk Analysis for Application in the
Framework of the Codex Alimentarius. The texts expected to be elaborated by the New Task Force will
also be developed in the similar manner.

Principles for the Risk Analysis of Foods Derived from Meoedern Biotechnology
Guideline for the Conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA
Plants

® Guideline for the Conduct of Food Safety Assessment of Foods Produced Using
Recombinant-DNA Microorganisms

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

FAO/WHO Expert Consultation on the Safety Assessment of Foods derived from Genetically Modified
Animals, including Fish (Rome, 17 - 21 November 2003) took place. Depending upon the aspects to be
covered by the new work that will be identified in the first Task Force meeting, further sessions of
FAO/WHO Expert Consultation on Foods derived from Modern Biotechnology will be required as essential
for providing scientific inputs to the discussion of the Task Force.
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8. Identification of any need for technical input to the Task Force from external bodies so that
this can be planned for.

See item 7.

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.

The time frame for developing standards or other types of recommendations should be within four years
from the start of the new work. Therefore, if the new work is approved by the Commission in 2004, the
first meeting of the Task Force will be convened during the last quarter of the year 2005 and adoptions at
Step 5 and at Step 8 will be at the latest in 2008 and in 2009, respectively.
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