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HISTORY OF DEBATE ON ”GM LABELLING”.

About this document

The aim of this document is primarily to compile the “GM debates’in CCFL. I thought such a
document is necessary because the "GM debate”. lasted so long that many of the delegates present in
the early meetings left the committee and are replaced by the new delegates. The continuity of the
debate is often lost.

This document consists of two parts. Part I is simple compilation of the debate.Part Il is my own
summary accompanied with my own questions concerning thedebates. During drafting I tried to be
maximally neutral but may not have been successful. So, the readers are advised to use the Part I only,
if they want to make use of this document in future debate.

30, November 2009
Hiroshi Yoshikura

Emeritus Member, National Institute of Infectious
Diseases
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PART I: Compilation of Record of Discussion
1993 (22)
Implications of Biotechnology on International Food Standards and Codes of Practice
9. As indicated in Conference Room Document T (CX/FL 93/2-Add. 1), the Committee was informed of the request of the 19th
Session of the Codex Alimentarius Commission that CCFL should provide guidance on the possibilities to inform the consumer that
a food had been produced through "modern" biotechnologies {paras. 88-92, ALINORM 91/40). The Committee also noted
discussions held at the 25th Session of the Codex Committee on Food Additives and Contaminants concerning this subject, and
especially that the competence of CCFL with respect to the labelling of food additives produced through biotechnology had been
reasserted (paras. 81-93, ALINORM 93/12A).

From 19th Session of Codex Alimentarius Commissiion

IMPLICATIONS OF BIOTECHNOLOGY ON INTERNATIONAL FOOD STANDARDS AND CODES OF PRACTICE
(Agenda Item 11)

88. In considering document ALINORM 91/11, the Commission recalled that the issue of biotechnology was first discussed
in 1989 during its 18th Session. At that time, the Commission had been informed of an initiative of WHO to convene, jointly
with FAOQ, a Consultation on the Assessment of Biotechnology in Food Production and Processing as Related to Food
Safety. This Consultation had taken place in Geneva in November 1990 and the Report of it would be available, as a formal
WHO publication, at the end of 1991. The Consultation had recognized biotechnology as a continuum, embracing traditional
breeding techniques and modern techniques based on recombinant DNA - technologies. “Modern™. biotechnologies had the
potential of revolutionizing the food supply, both in quantity and quality. While the Consultation was of the opinion that
foods derived from “modern”. biotechnologies were inherently not less safe than those derived from traditional
biotechnologies, the issue of safety had to be considered. In addition, nutritional concerns may have to be addressed.

89. Based on scientific and technical advice by Joint FAO/WHO expert committees and consultations, the Codex
Committees on Nutrition and Foods for Special Dietary Uses, on Food Labelling, on Food Additives and Contaminants and
on Food Hygiene were expected to be the main committees with responsibilities for matters on biotechnologies. In addition,
several commodity committees (e.g. Vegetable Protein, Cereals, Pulses and Legumes, Fish and Fishery Products, Fats and
Oils) might need to play a role in reaching international consensus on particular novel foods.

90. The Commission endorsed the conclusions and recommendations of the Joint FAO/WHO Consultation. It noted that
while consumers would benefit from “modern”. Food biotechnology, some consumers felt that this technology would pose
certain problems. For example, individual consumers might, on ethical or other grounds, not wish to buy foods derived from
“modern”. biotechnology. The Commission requested the Codex Committee on Food Labelling to provide guidance on how
the fact that a food was derived from “modern”biotechnologies could be made known to the consumers.

91. The need to provide consumers with sound, scientifically based information which explained the application of
biotechnology in food production and processing and clarified the safety issues was stressed. In this context, the
Commission was informed that WHO was exploring possibilities to prepare a book on food biotechnology for the
non-technical reader which would be based on the report of the Joint FAO/WHO Consultation.

92. The Commission endorsed the views expressed by its Executive Committee and agreed that the Commission should
monitor developments in the field of food biotechnology and that the General Subject Committees identified above should
discuss issues related to biotechnology within the context of their Terms of Reference (see ALINORM 91/4, para.34). The
Commission requested WHO to make copies of the Consultation report available to all Codex Contact Points. A progress
report is to be presented to the 20th Session of the Commission.

10. In view of the complexity and importance of the issue of biotechnology as related to food labelling, the Committee welcomed the
offer of the Delegation of the United States to prepare a discussion paper concerning this subject for circulation and government
comments well before the next Session. 1t was also agreed that general comments and information on national policies concerning
this issue would be requested by Circular Letter for consideration by the Delegation of the United States.

11. The Committee was further informed of the conclusions of the Committees on Food Hygiene, on Food Additives and
Contaminants, on General Principles, on Food Import and Export Inspection and Certification Systems, on Nutrition and Foods for
Special Dietary Uses, and on Methods of Analysis and Sampling. The Committee noted that the Table of Proposed Conditions for
Claims for Nutrient Contents, agreed upon by CCNFSDU as part of the proposed Draft Guidelines on Nutrition and Health Claims
for Food Product Labelling, would be considered under Agenda Item 6.

1995 (23)

9. The Committee was informed of the proposal of the 41st Session of the Executive Committee for a reorganization of the work of
the Committee on Nutrition and Foods for Special Dietary Uses, especially in order to provide a structure to address new issues such
as biotechnology. Some delegations expressed their concern with the reference to labelling as related to biotechnology and the
Secretariat indicated that the general responsibility of the reorganized CCNFSDU for a framework project on biotechnology did not
detract from the specific competence of CCFL in this area, as the present session was considering the implications of biotechnology
for labelling at the request of the Commission. While recognizing the need for close cooperation with the CCNFSDU and other
Committees when necessary, the Committee expressed its firm view that it should take the lead on all matters related to food
labelling.

IMPLICATIONS OF BIOTECHNOLOGY FOR FOOD LABELLING (Agenda Item 9)

113. The Delegation of the United States introduced document CX/FL 94/8 on the Implications of Biotechnology, which had been
prepared at the request of the 22nd Session of the Committee and following the recommendations of the Commission. This document
was intended as a discussion paper, as the establishment of a national policy in this matter was currently under review and an
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extensive debate was taking place on this question in the United States. A number of major issues had been identified as areas where
further elaboration and comments should be sought, including the relation of genetical engineering to conventional breeding
techniques, scientific safety evaluation of substances obtained through recombinant DNA techniques, the use of marker genes,
allergenicity and ethical considerations. The document presented recent developments as to technology, recalled how this issue had
been previously discussed within Codex, and concentrated on the labelling issues raised, including enforcement, for the specific
consideration of the Committee, and the current status of labelling. The Committee also had before it the comments of ASSILEC in
CX/FL 94/8-Add. | and IOCU in CRD 1.

114. The Committee expressed its appreciation to the Delegation of the United States for this comprehensive document and the
presentation of current issues associated with biotechnology. It was also noted that, due to time constraints, the document had not
been circulated with ample time for comments. Moreover, several delegations indicated that their scientific and legal authorities were
considering this complex issue at the moment and that they would need additional time to examine in detail the questions the
Committee was mandated to address.

115. Some delegations expressed the view that it was too early to decide on particular rules for products obtained through
biotechnology, and that labelling should be required only when the food or ingredient was significantly different from its traditional
equivalent, or if safety concerns were involved. Other countries stressed the necessity for full information, as new technologies could
benefit the consumers as well as the industry, and transparency in such instances could only help build confidence between the
industry and the consumer. As biotechnology covered a broad spectrum of processes and disciplines, the Delegations of Indonesia
and Romania suggested that the term "genetically engineered foods" should be used throughout the discussion instead of
"biotechnology", in order to avoid confusion.

116. The Observer from the EC informed the Committee that a Proposed Directive was currently being discussed in the Community
and emphasized the importance of studying carefully each specific case. The Observer from IFGMA supported in general the United
States discussion paper as an accurate statement of the scientific situation. The Observer noted that that the comments submitted by
IFGMA contained the following guiding principles: (1) foods derived from the use of genetic modification should be determined safe
for consumers and meet the same high standards as foods made by other techniques, (2) labelling should be determined on a
case-by-case basis, and (3) no general labelling requirement for all foods derived from the use of genetic modification techniques
should be made. Also, all decisions should be based on science. The Observer also stated that IFGMA supported the views expressed
by the Delegations of Japan and the United Kingdom that biotechnology labelling should be considered on a case-by-case basis. The
Observer from CIAA expressed general agreement with the comments made by IFGMA and the Delegations of Japan and the United
Kingdom, and was of the opinion that labelling should be required on a case-by-case basis and only when a real modification in the
composition of the food had taken place. CIAA considered that consumer education with respect to new technologies was of crucial
importance in order to ensure their acceptance.

117. The Observer from 10CU noted that, as indicated in their written comments in CRD 1, a great diversity of views existed on this
question and full consideration of the issues would require time. Consumer organizations were in favour of mandatory labelling for
foods obtained through biotechnology, as this would enable them to make an informed choice. The Observer also stressed the need
for countries to seek the views of consumers while they were in the process of developing national policies in this area. The Observer
from AOECS held a similar view and pointed out that clear identification of products should be a general rule of food labelling.

118. The Observer from IFOAM pointed out that a distinction should be made between the different technologies used, and
expressed the view that consumer education in general was not the only aspect to be considered, but that environmental aspects and
especially biodiversity were also involved. The Observer supported those countries which proposed that the consumer should be fully
informed and was of the view that such countries should be allowed to pursue this policy and that labelling of products obtained
through genetical engineering should be required. This view was shared by many NGOs, which were studying this subject and an
open dialogue should be encouraged in the framework of Codex on the issues raised, as this had been the case, during the discussion
on the Guidelines for Organic Products.

119. The Committee agreed that additional comments on the paper and recommendations on how the Committee should proceed
would be requested through Circular Letter, with a view to further consideration of this matter by the next session."!

1996 (24)

40. The 23rd Session of the Committee (1994) had considered a discussion paper prepared by the authorities of the United States on
the implications of biotechnology for food labelling. The Committee had agreed that additional comments should be sought on the
paper including recommendations on how the Committee should proceed in this area. The Commission, at its 21st Session (1995),
had approved a Project Plan for Biotechnology developed by the Executive Committee, which called for the establishment of
guidelines for labelling of foods derived from biotechnology.

41. The Committee noted that subsequent to the 21st Session of the Commission, FAO and WHO had agreed to convene a Second
Joint FAO/WHO Expert Consultation on the Food Safety Aspects of Biotechnology, to be held in Rome, 30 September to 4 October
1996. The Consultation would not discuss labelling issues per se, but would be invited to consider such labelling matters as may be
necessary on the grounds of food safety or nutritional value.

42. Extensive comments had been received in response to CL 1995/29-FL. The Committee noted the opinions of many delegations
and observers which called for the mandatory and comprehensive labelling of all foods prepared with the aid of biotechnology on the
basis of the consumer's right to know the origin and nature of the foods which they purchased and the right to make informed choices
based on a variety of considerations and personal values.

43. Many other delegations and observers stressed that labelling should address the specific concerns of safety (including potential
allergenicity), nutrition and food composition, all of which could be subject to scientific study and evaluation, and that labelling
should be considered on a case-by-case basis taking these considerations into account. In such cases, the provision of consumer
information other than that required for the purposes of safety, nutrition and food composition could be considered by means other
than labelling.

44. The Committee was informed that the European Community was unable to take a definitive position on the issue; a draft
regulation concerning novel foods and novel food ingredients (which included foods derived from biotechnology) being the subject
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of discussions between the relevant European Union and EC institutions. Several delegations stated that the situation in their
countries was also still under review and that taking a position on the matter would be premature. One delegation drew attention to
current discussions on the trans-boundary movement of genetically-modified organisms in the context of the Convention on
Biological Diversity. The Observer from IFOAM suggested that a difference in labelling should be made between genetic
engineering and classical or modern biotechnology.

45, The Committee agreed to seek the advice of the Executive Committee on how the guidelines foreseen in the Project Plan should
be formulated, especially in view of the four statements of principle on the Role of Science in the Codex Decision-Making Process
and the Extent to which Other Factors are Taken into Account. It agreed that, based on the advice of the Executive Committee, the
Secretariat should initiate the preparation of proposed draft guidelines as provided for at Step 2 of the Uniform Procedure for the
Elaboration of Codex Standards and Related Texts™. It suggested that the Secretariat should also take into account the findings of the
Joint FAO/WHO Expert Consultation mentioned above.

1997 (25)

RECOMMENDATIONS FOR THE LABELLING OF FOODS OBTAINED THROUGH BIOTECHNOLOGY (Agenda Item
8)

52. The Committee recalled that its last session had agreed that, subject to the advice of the Executive Committee, the Secretariat
should initiate the preparation of guidelines to address the labelling issues associated with foods obtained through biotechnology. The
Executive Committee had recommended that the Statements of Principle concerning the Role of Science’ should be closely adhered
to and that the recommendations of the Joint FAO/WHO Expert Consultation on Food Safety and Biotechnology should be taken into
account.

53. The Secretariat indicated that the recommendations had been presented in the form of an amendment to the General Labelling
Standard, following the approach taken for similar issues, and presented the conclusions of the Expert Consultation of particular
relevance where labelling was concerned. The Committee noted that the elaboration of the recommendations had already been
approved by the CCEXEC and that comments at Step 3 had not yet been requested in view of time constraints.

54. Several delegations indicated that their national policy supported comprehensive labelling of genetically modified foods and
expressed the view that the food safety approach reflected in the paper did not address concerns of consumers in such areas as ethics
and environmental protection. It was pointed out that the Expert Consultation was essentially focused on food safety rather that food
labelling and that the document under consideration should be redrafted in order to encompass all relevant issues. Other delegations
expressed their appreciation of the document which was consistent with traditional food labelling approaches and provided a basis for
further development of the recommendations.

55. The Delegation of Norway expressed the view that the issues associated with modern biotechnology went beyond information
about products characteristics, that the right of consumers to make their choice should be respected even if this meant broadening the
basis for labelling requirements, and that reliable labelling was the only means to ensure consumer confidence in this area.

56. Some delegations suggested that a distinction be established according to the presence of genetically modified organisms in the
food, and that the definitions, including that for "organism", should be clarified in this respect. Other delegations suggested that the
term "modern biotechnology" or “genetically modified”be used to differentiate the technology in question from other traditional
techniques.

57. The Observer from the EC informed the Committee that the recently adopted EC Regulation No.258/97 concerning novel foods
and novel foods ingredients, included provisions for foods containing or consisting of genetically modified organisms as well as
foods derived from them.

58. The Observer from Consumers International stressed the need for comprehensive labelling in order to allow consumers to make
an informed choice and the necessity to proceed rapidly in this area in view of the importance of the subject for consumers. The
Observer from IFOAM pointed out that this issue was also very important for the organically produced food industry and supported
comprehensive labelling of all genetically modified foods.

59. In view of the considerable implications of this question both for consumers and industry, many delegations indicated that they
needed more time to review the document in detail, in order to establish their national position accordingly. The Committee agreed
that as a first step, comprehensive governments comments would be required in order to identify the issues to be addressed and
provide specific orientations for the work of the Committee.

Status of the Proposed Draft Recommendations for the Labelling of Foods Obtained through Biotechnology (Proposed Draft
Amendment to the General Standard for the Labelling of Prepackaged Foods)

60. The Committee agreed that the Proposed Draft Recommendations, as included in Appendix VI, should be circulated for
government comments at Step 3, redrafted by the Secretariat, taking into acount all comments received, for further consideration and
thorough discussion in the plenary meeting at the next session.

APPENDIX VI

PROPOSED DRAFT RECOMMENDATIONS FOR THE LABELLING OF FOOD OBTAINED THROUGH
BIOTECHNOLOGY (PROPOSED DRADT AMENDMENT TO THE GENERAL STANDARD FOR THE
LABELLING OF PREPACKAGED

FOODS) (At Step 3 of the Procedure)

Background

1. Following earlier consideration of issues related to biotechnology, the 21st Session of the Commission agreed that work
on the safety, labelling and nutrition aspects of biotechnology, being undertaken by relevant Committees, should be
coordinated by the Executive Committee of the Codex Alimentarius Commission in the framework of a project plan.
Support was also expressed for holding a second Joint FAO/WHO Consultation on safety of food produced by
biotechnology (ALINORM 95/37, para.10).

2. The 23rd Session of the Codex Committee on Food Labelling (CCFL) considered a discussion paper prepared by the
United States on labelling aspects of biotechnology and identified a number of issues: the relation of genetic engineering to
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conventional breeding techniques; scientific safety evaluation of substances produced through recombinant DNA
techniques; the use of marker genes; allergenicity and ethical considerations (ALINORM 95/22, paras. 113-119). Further
comments were requested on issues associated with biotechnology and considered by the Committee’s 24" Session. It was
agreed that, based on the advice of the Executive Committee, the Secretariat should initiate the preparation of such
guidelines, taking into account the findings of the Expert Consultation (ALINORM 97/22, para. 45).

3. The 42nd session of the Executive Committee stressed that the four Statements of Principle concerning the Role of
Science adopted by the Commission should be closely adhered to. It noted the opinion that, while consumers may claim the
right to know whether foods had been produced by biotechnology, this right was illdefined and variable and in this respect
could not be used by Codex as the primary basis of decision-making on appropriate labelling. It highlighted the elements to
be taken into account when considering the labelling of foods in relation to production processes. Foremost among these was
the protection of consumers' health from any risks introduced by the production process, followed by nutritional
implications resulting from changes to the composition of the food, any significant technological changes in the properties
of the food itself, and the prevention of deceptive trade practices. To a considerable extent such matters would have to be
decided on a case-by-case basis. The Executive Committee noted that the possibility of voluntary labelling always existed.

4. The Executive Committee agreed that a paper containing proposed draft guidelines or other appropriate advice should be
prepared on this basis for consideration by the CCFL and recommended that the conclusions of the Joint FAO/WHO Expert
Consultation on Food Safety and Biotechnology should be taken into account in the preparation of the paper (ALINORM
97/3, para. 29-30).

Scope of the recommendations

5. Although the CCFL is responsible only for labelling aspects of biotechnology, these should not be considered separately
but in the wider context of ensuring food safety and preventing deceptive practices. It is also necessary to determine the
issues related to biotechnology which can be addressed in the framework of Codex, as part of the Project Plan, and those
which are outside its mandate.

6. A number of issues raised by the use of biotechnology cannot be addressed in the framework of Codex as they are not
related to the food itself, but to the process or other factors which have no bearing on the safety and quality of the product as
consumed. In particular, environmental aspects of the release of genetically engineered products may be legitimate
consumer concerns but they should be addressed by competent organizations dealing with the protection of the environment
at the national and international level. Concerns which are not related to the properties of the food are sometimes put
forward as justifying systematic labelling of all foods produced through biotechnology, whether or not they differ from
conventional foods. Such questions as the production of pharmaceuticals through genetically modified organisms or the use
of marker genes were also taken into account by the Expert Consuitation, as indicated below. It is therefore necessary to
focus on the questions which are within the mandate of the CCFL, essentially labelling issues related to the characteristics .
ofthe food itself.

7. As regards the form in which recommendations should be made, the CCFL’s mandate is limited to questions specifically
related to labelling. It does not include establishing comprehensive recommendations concerning the production processes
related to biotechnology, especially as this essentially involves considerations of food safety for which other Committees or
Expert Groups are competent, and the Expert Consultation has already made specific recommendations in this area.
Guidelines have been prepared or are under development by CCFL in areas where food safety considerations are not
essential, such as organic agriculture or the use of the term "halal”. Such matters strengthen the role of labelling as a means
to ensure fair practices in food trade. In such cases, the Committee took the responsibility to formulate requirements
concerning the production process itself, as no other Codex Committee was competent in such matters, and as it was
necessary in order to clarify labelling issues. However, in the case of biotechnology, as the Committee is not responsible for
food safety aspects, which are addressed elsewhere, it should focus only on the aspects related to labelling.

8. The recommendations put forward by the CCFL would therefore most adequately take the form of an amendment to the
General Standard for the Labelling of Prepackaged Foods. This approach was taken concerning irradiation and is currently
followed as regards foods which can cause hypersensitivity. This would also make it clear that labelling requirements related
to biotechnology are set in the overall context of the General Standard, and the general objectives of providing clear
information to the consumer and preventing misleading description or presentation of pre-packaged food.

9. Section 4.1.2 of the General Standard requires the identification of production processes when it is necessary to identify
the nature or type of the food (dried, concentrated, etc.). This relates to the treatment undergone by the food itself, but Codex
provisions do not go into the production processes of raw materials at the level of agriculture or the mode of selection of
plant or animal species. Only in the case of organic agriculture did the CCFL consider means of production because a
specific claim was made concerning the type of agriculture and had to be defined. However, unless such no claim is made,
labelling requirements apply only to the nature of the food and not to the agricultural practices or selection processes. An
indication relating to the selection and/or production process, as in the case of biotechnology, would go beyond the current
area covered by labelling provisions, and this raises an issue of principle concerning the competence of the CCFL and
Codex in this area.

10. Such a requirement should be clearly justified in the light of food safety concerns and the prevention of deceptive
practices, as all foods put on the market should be clearly identified regarding their characteristics or composition. Any food
obtained though biotechnology differing substantively from the corresponding food should be clearly identified as to its
specific characteristics, and any new food (with no existing equivalent) should be described. This is a general requirement
which should also apply to any new food put on'the market, irrespective of the production process. If the character of a food
has been modified in any substantive way from the conventional food which is currently used by consumers, they should be
informed of the nature of the changes.

11. The rationale for requiring additional information beyond what is usually covered by Codex is not the nature of the
process, but the fact that the essential characteristics of the food have been modified. In order to be consistent with general
Codex labelling policy, information on the process should apply only in relation to information on the product itself.
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Joint FAO/WHO Expert Consultation on Biotechnology and Food Safety1

FAO Food and Nutrition Paper No. 61 (1996)

12. As a number of consumer concerns in relation to biotechnology are linked to the safety of what may appear a new type

of food, an overview of the conclusions and recommendations of the Consultation would be useful to set the debate on

labelling in its general context and facilitate the distinction between food safety issues and specific labelling issues.

General food safety issues

13. The Expert Consultation (30 September - 4 October 1996) addressed the evaluation of the safety, for the purposes of

consumption, of all food and food components produced using techniques involving biotechnology, whether plant, animal or

microbial in origin. It emphasized the first recommendation of the 1990 Consultation”,that comprehensive and well-enforced
food regulations are important in protecting consumer health, and that all national governments should ensure that such
regulations keep pace with developing technology. This general recommendation should be supported by concerned Codex

Committees dealing with different aspects of biotechnology.

L,WHO, 1991, Strategies for assessing the safety of foods produced by biotechnology, Report of a Joint FAO/WHO

Consultation.

14. The Consultation recommended that safety assessment based on the concept of substantial equivalence, as described in

the report, be applied in establishing the safety of foods and food components derived from genetically modified organisms.

It made a number of recommendations on how to determine substantial equivalence and agreed on the following general

conclusions:

. When substantial equivalence is established for an organism or food product, it is regarded to be as safe as its conventional
counterpart and no further safety consideration is needed.

. When substantial equivalence apart from certain defined differences is established, further safety assessment should focus
on those defined differences. When substantial equivalence cannot be established, it does not necessarily mean that the
product is unsafe.

15. The Consultation advised designing any testing program on a case-by-case basis taking into account the reference
characteristics of the food or food component. Human nutritional studies may be needed, especially when the new food is
intended to replace a significant part of the diet.
Allergenicity
16. The Consultation considered the specific issues related to allergenicity in the case of biotechnology and made
recommendations for the assessment of potential allergens, including a number of criteria to be applied in identifying
potential allergenicity. It proposed that foods which would pose a health risk should not be released. 1t recommended that
foods that fail to elicit positive results in in vitro or in vivo tests should be treated like any other foods in regard to
allergenicity. The recommendations made by the CCFL concerning the labelling of potential allergens would therefore apply
to foods obtained through biotechnology as to conventional foods.

17. As regards the possibility of transfer of allergenic properties to foods which normally are not allergenic, the Consultation

made the following recommendations:

. The transfer from commonly allergenic foods should be discouraged unless it can be documented that the gene transferred
does not code for an allergen.

. Foods which contain an allergen transferred from the organism which provided the DNA should not be considered for
market approval unless they can be clearly identified in the marketplace and this identity would not be lost during
distribution or processing. Labelling approaches may not be practical in these sitvations, and particular problems for
consumers who cannot read, or who may not be provided with labels. Foods which are not presented on the market in a
pre-packaged form and generally not labelled should be taken into account.

Other aspects

18. The Consultation also considered aspects which are not directly related to food safety but to public health issues. These

are mentioned briefly as being of interest to the Committee in view of consumer concerns in those areas and to place

labeling issues in a general perspective. It should also be clear that such issues are not within the mandate of Codex and
cannot be addressed by the CCFL or any other committee, especially as they were not even within the competence of the

Consultation on food safety.

19. As regards food organisms expressing pharmaceuticals or chemicals, the Consultation recognised that, generally,

genetically-modified organisms (GMOs) would not be used as food without prior removal of the pharmaceutical or

industrial chemical. When the GMO or its products were used as food, the concept of substantial equivalence could be
applied for safety assessment.

20. In addition to food safety concerns, the Consultation recognised that genetic modification to produce pharmaceuticals

may raise ethical and control issues that were outside its remit because the issues were unrelated to food safety and

recommended that these be brought to the attention of FAO and WHO.

21. The Consultation considered gene transfer from GMOs and as likelihood of transfer from a genetically modified plant to

a micro-organism in the gastro-intestinal tract is remote but cannot be entirely ruled out, the Consultation recommended that

FAO/WHO convene an expert consultation to address whether there are conditions or circumstances in which

antibiotic-resistance marker gene(s) should not be used in geneticallymodified plants intended for commercial use and, if so,

to define those conditions/circumstances.

Proposed amendments to the General Standard for the Labelling of Prepackaged Foods

22. Any confusion between safety and labelling issues should be avoided and in particular, it should be clear that labelling is

not intended to replace safety evaluation. It is sometimes proposed to label all foods produced through biotechnology as

some of them might not be safe. However, the essential principle of any food legislation is to ensure that foods should not be
available if they are not safe for consumption, whether conventional or produced through biotechnology. Labelling should

provide the consumer with information on precautions for use if necessary, but the inherent safety of the product is a

pre-requisite in any case.
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23. Under the circumstances, the risk posed by transferred allergens can be addressed as a food safety issue or as a labelling

issue. The Committee is invited to consider the opportunity of encouraging national authorities to prevent the approval of

such foods in view of the fact that labelling in itself cannot entirely solve the problems for some sections of the population.

However, the CCFL is currently considering recommendations for the labelling of foods that can cause hypersensitivity and

amendments to the General Standard, and may consider the alternative option of specific requirements in such cases. Section

4.2.2 could therefore be modified to require labelling of foods obtained through biotechnology which contain the gene of a

known potential allergen not present in the corresponding food.

24. In view of the above information, it appears that recommendations concerning the labelling of foods produced through

biotechnology should focus on the areas which are within the mandate of Codex and of the CCFL, and that is relating to the

food itself, its safety, characteristics, nutritional composition or intended use, in order to provide clear information to the

consumer for any new product obtained through biotechnology presenting specific characteristics not found in conventional

foods.

Reference to a particular food manufacturing or production process is not usual in Codex and could be relevant in the

perspective of Codex objectives only if it is clearly linked to the food itself. Similarly, the General Standard for the

Labelling of Prepackaged Foods (Section 4.2.2.2) addresses the question of labelling of foods which may pose specific

religious or ethical concerns by requiring the declaration of specific food ingredients. It is proposed that the food

components derived by biotechnology from these same sources also be declared.

25. Recommendations relating to allergens should be considered in conjunction with the specific discussion on this subject,

and the amendment of the General Standard, under Agenda ltem 6.

Definition

26. The 1990 Consultation defined biotechnology as “the integration of natural sciences and engineering sciences in order to

achieve the application of organisms, cells, parts thereof and molecular analogues for products and services”This was a

general definition and reflected the scope of the first consultation. The 1996 Consultation referred to this definition and

agreed to focus on the safety assessment of “foods and food components which have been produced by techniques that

change the heritable traits of an organism, such as recombinant DNA (rDNA) technology™.

Following earlier discussions held at the CCFL, it appears that where labelling and consumer information are concerned, the

major issues are related to genetically modified organisms, while biotechnology may cover a wide range of processes. It was

also suggested that a distinction should be made between genetic engineering and other types of biotechnology. In order to

avoid any confusion, it is therefore proposed to give a more detailed definition for the purposes of labelling

recommendations, on the basis of the current EC definition”.

3Council Directive 90/220/EEC of 23 April 1990

27. The following amendments to the General Standard for the Labelling of Prepackaged Foods are therefore proposed

as a basis for discussion and for consideration by the Committee:

Proposed Draft Recommendations for the Labelling of Foods Obtained through Biotechnology (Proposed Draft

Amendment to the General Standard for the Labelling of Prepackaged Foods) (At Step 3 of the Procedure)

Section 2. Definition of Terms

Add at the end of the Section:

Products obtained through biotechnology

For the purpose of the General Standard, “products obtained through biotechnology” are foods composed of or containing

genetically modified organisms, defined as organisms whose genetic material has been altered in a way which does not

occur naturally through multiplication and/or natural recombination.

Genetic modification techniques include:

. recombinant DNA techniques which use vector systems

. techniques involving the direct introduction into the organism of hereditary materials prepared outside the organism

including micro-injection, macro-injection and micro-encapsulation

. cell fusion or hybridization techniques in which living cells with new combinations of heritable genetic material are formed

through the fusion of two or more cells by means of methods which do not occur naturally

Section 5. Additional Mandatory Requirements

Foods obtained through biotechnology

When a food or food ingredient obtained through biotechnology, as defined in Section 2, is no longer substantially

equivalent to the corresponding existing food or food ingredient as regards

. composition

. nutritional value

. intended use

the characteristics which make it different from-the reference food should be clearly identified in the labelling. In particular,

the following requirements apply:

. if the nutrient content is significantly modified, [relevant/comprehensive] nutrient declaration should be provided in
conformity with the Guidelines for Nutrition Labelling.

. if the mode of preparation is significantly different from that for the equivalent food, clear instructions for use should be
provided.

When a food produced by biotechnology is not substantially equivalent to any existing food in the food supply and no

conventional comparator exists, the labelling shall indicate clearly the nature of the product, its nutritional composition, its

intended use, [the method by which it was obtained] and any other essential characteristics necessary to provide a clear

description of the product.

Substantial equivalence is established by a demonstration that the characteristics assessed for the genetically modified

organism, or the specific food derived therefrom, are equivalent to the same characteristics of the conventional comparator

{conventional foods or food components already available in the food supply), within the natural variation for such



