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Labelling of Foods and Food Ingredients Obtained through Certain Techniques of Genetic
Modification / Genetic Engineering

Report of the Facilitated Work Session

As agreed by the 38" Session of the Codex Committee on Food Labelling, a facilitated working
session of the Codex Committee on Food Labelling was held in Brussels to further consider the matter
of the labelling of foods derived through modern biotechnology. The meeting was chaired by
Professor Josephine Nketsia-Tabiri from Ghana and facilitated by the Chair of the CCFL, Mr. Paul
Mayers. Attached is the Chair’s report of that facilitated meeting.

Governments and international organizations in Observer status with the Codex Alimentarius
Commission wishing to submit comments on the on the options outlined in Appendix 3 of the report
are invited to do so no later than 4 March 2011 to:

Codex Contact Point for Canada,Food, Directorate,Health Canada,250 Sir Frederick Banting
Driveway,Ottawa,ON K1A 0K9, Canada, Fax : +1.613.941.3537, E-mail: codex_canada@hg-sc.gc.ca

with a copy to the

Secretariat, Codex Alimentarius Commission, Joint FAO/WHO Food Standards Programme, Viale
delle Terme di Caracalla, 00153 Rome, Italy, Fax No + 39.06.5705.4593; E-mail: codex@fao.org

FACILITATED WORK SESSION
15/16 NOVEMBER 2010
BRUSSELS, BELGIUM

CHAIRPERSONS REPORT

1. A facilitated session of the Codex Committee on Food Labelling (CCFL) was held in Brussels, Belgium
15/16 November 2010 hosted by the European Union. This facilitated session, which had been agreed
to by the 38" Session (May 2010) of the CCFL, was chaired by Ghana and facilitated by the chair of the
CCFL with the goal of exploring the objectives of different delegations with regard to various versions of
texts being considered under the CCFL agenda item dealing with the labelling of foods derived through
modern biotechnology and to reconcile them in one text if possible. The session was attended by 71
participants representing 31 member governments and 10 international non-governmental organizations.
A list of participants is attached as Appendix 1 to this report.

2. Prior to the facilitated session, a CL was circulated (CL2010/19-FL) inviting members and observers to
provide in their comments a very clear rationale with respect to their objectives in relation to their
proposals for changing text and that this would also be the approach in the facilitated work session
because going back to the objectives would allow new options to be explored which could bridge the gap
between different positions. Comments received in response to the CL will be circulated separately to all
members and observer organizations as document CX/FL 11/39/13.

3. The facilitator began the session by reminding participants of the original charge to the CCFL from the
19" Session of the CAC to “provide guidance on how the fact that a food was derived from modern
biotechnology could be made known to the consumer”. He further noted that the purpose of the
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discussions was not to defend a particular view or to criticize other views but rather to focus on
objectives and the rationale behind positions. He also explained that the facilitation process would draw
on “systems thinking” which is an approach that has had some success in seeking to improve/address
“wicked problems”. “Wicked problems” are characterized by ambiguity, uncertainty, several different
perspectives on the issues and disagreement on goals and values. The approach involves a structured
dialogue during which participants were expected to actively listen and be open to new ideas as all
opinions were relevant. The chairperson would handle requests for the floor leaving the facilitator free to
focus on exploring the rationale underlying interventions.

4. To start the process, each delegation was asked to complete the following two framing statements:
Q.1 To be acceptable, a compromise text will need to reflect consideration....
Q.2 In order to reduce the potential that a compromise text will be rejected, it should avoid...

5. Consideration of the various responses to the framing questions revealed several themes, the most
prevalent being that it was important to include consideration that different approaches were used to
label GM/GE foods but that texts had to be consistent with existing Codex texts.

6. Several delegations preferenced their responses by questioning whether the mandate given to the CCFL
in 1991 was still relevant in the context of the current Codex environment. Some participants were of the
view that the text should include reference to:

Purpose of the text

Clarity that the text could achieve
Method of production

Applicability to all foods (not just GM)
Recognition of substantial equivalence
Consideration of the mandate of Codex

7. It was further noted by a number of other participants that the text should avoid:

Being too prescriptive resulting in one approach being favoured over others

Introducing new principles in Codex

Referring or ratifying national standards/interests at the international level.

Reference to method of production

Ambiguous/complex language that could lead to confusion, misinterpretation, etc. (e.g. terms not
agreed in Codex)

e Use of consumer preference as the primary basis for setting international standards

e Misleading the consumer on the nature of the products they buy.

8. These thematic issues were discussed extensively by the participants after which the facilitator divided
them into four groups. He charged each of these groups to (a) develop a statement regarding the
objective of a labelling text and (b) what would be the key indicators of success that such a text would
reflect. A compilation of the outcomes of the group discussions is attached as Appendix 2. After the
various groups reported back, the facilitator offered the following as a general compilation of an objective
statement recognizing that it is neither a consensus objective nor does it seek to avoid inherent conflicts
in some elements. Key factors of success were summarized, stressing that it was not intended to be
considered a consensus text but merely a text that reflected the various views offered during the
discussion:

“Articulate guidance based upon existing Codex texts which can inform member countries
national frameworks for the labelling of foods derived through modern biotechnology
(FDMB):

e Providing principles relevant to FDMB within the Codex framework for
labelling all foods.

e Supporting informed choice by consumers

e Enabling different approaches to the national framework supporting the
above”

9. On the basis of the significant dialogue and exploration of objectives and considerations influencing the
positions of the various delegations, the facilitated session considered the current text as contained in
Appendix X to Alinorm 10/33/22, (Report of the 38" Session of the CCFL). To facilitate the discussion of
the options regarding texts, participants were asked to consider adjustments that would focus on
bridging various positions on the basis of four bridging principles:
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10.

11.

12.

13.

14.

15.

Avoid winners and losers

Minimize value judgement elements
Simple construction

Neutrality

Before considering the chapeau statements, the participants considered the ten paragraphs contained in
the text following the chapeau statements. It was suggested that the document should only reference
the relevant Codex texts identified in paragraph 1 of the Appendix as well as the more specific sections
of these texts which were identified in table 1. It was also suggested that the list of relevant Codex texts
in paragraph 1 should be expanded to include the Codex Guidelines for the Production, Packaging and
Labelling of Organic Foods and the Guideline for the Conduct of Food Safety Assessments of Foods
Derived from Recombinant-DNA Animals.

A number of participants expressed concern that merely reproducing sections of the relevant texts might
result in text being used out of context as these texts had been developed with a particular objective in
mind. Others felt that principles reflected by only referencing Codex texts did not provide sufficient
guidance for their needs. After some discussion, the participants recognized there were three possible
apProaches with regards to the above guidance and would provide these options for consideration by the
39" Session of the CCFL:

(a) The guidance could make reference to the relevant texts in paragraph 1 of the Appendix with
the addition of the Codex Guidelines for the Production, Packaging and Labelling of Organic
Foods and the Guideline for the Conduct of Food Safety Assessments of Foods Derived
from Recombinant-DNA Animals and include reference to particularly pertinent sections.

(b) The guidance could make reference to the relevant texts found in paragraph 1 (with the
addition of the Codex Guidelines for the Production, Packaging and Labelling of Organic
Foods and the Guideline for the Conduct of Food Safety Assessments of Foods Derived
from Recombinant-DNA Animals) and include reproductions of the relevant specific sections
in table 1.

(c) All relevant texts could be reproduced in the guidance document.

During the discussions of the chapeau statements, it was noted that the statements appeared to be a
mix of identification of the purpose of the document as well as some principles. This contributed to
confusion and ambiguity. Several delegations expressed the view that the chapeau statements were
intended to be an introduction to the text that followed and hence needed to reflect the purpose of the
document which might also include key considerations. It was also felt that the title of the document
added to the confusion.

The facilitator led the group in an exercise to develop a common statement of purpose for the text and
the articulation of key considerations. The objectives and success factors previously discussed, again
served to underpin the exercise. Through this process, the session was able to assemble “Purpose” and
“Considerations” text which it agreed should be considered by the 39" Session of CCFL and is reflected
in each option under consideration.

It was not, however, possible to agree on a revised title to the text and instead three options were
retained for further consideration.

Recognizing that full consensus was not achieved, it was viewed as a useful basis for consideration by
the Committee. The participants therefore agreed to forward to the 39" Session of the CCFL for
consideration the three possible options as outlined in Appendix 3 to this report.
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LIST OF PARTICIPANTS
CCFL FACILITATED SESSION
15/16 NOVEMBER 2010
BRUSSELS, BELGIUM

Director, Biotechnology and Nuclear Agriculture Research Institute

Associate Vice-President, Programs

1400 Merivale Road, Tower 1, Floor 4, Room 104
Ottawa, Ontario, K1A 0Y9, CANADA

Room C403, 251 Sir Frederick Banting Driveway (2204C)
Tunney’s Pasture, Ottawa, Ontario K1A OK9, CANADA

CHAIRPERSON: Prof. Josephine Nketsia-Tabiri
Ghana Atomic Energy Commission
PO Box LG 80, GHANA
josephinetabiri@yahoo.co.uk
FACILITATOR: Mr. Paul Mayers
Canadian Food Inspection Agency
paul.mayers@inspection.gc.ca
CCFL SECRETARIAT: Mr. Allan McCarville
A/Codex Contact Point for Canada
Health Canada
allan.mccarville@hc-sc.gc.ca
MEMBERS
ALGERIA

Dr Ramdane Boussenadji
Directeur des Laboratoires
Ministére du Commerce

Cite Zrhouni Mokhtar Bab Ezzouar
16000 Alger, ALGERIE
rboussenadji@yahoo.fr

ARGENTINA

Ing Juan Carlos Batista

Director de calidad agroalimentaria

Senasa

Av, Paseo Colén 367 — Piso 3° - C.P. (1063) —
CABA ARGENTINA

jbatista@senasa.gov.ar

Ms Silvia E. Fernandez

coordinadora negociaciones internacionales
ministerio de agricultura, ganaderia y pesca
Paseo Colon 922 - p. b. of. 39 — 1063 C.A.
de Buenos Aires, ARGENTINA
seferna@minagri.gob.ar

Mrs Andrea Calzetta

Servicio nacional de sanidad y calidad
agroalimentaria (Senasa)

Paseo Colon 967 — Ciudad Autonoma
de Buenos Aires, ARGENTINA
acalzet@senasa.gov.ar
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AUSTRALIA

Mr Greg Read

Executive Manager

Department of Agriculture, Fisheries and Forestry
GPO Box 858 - Canberra ACT 2601

AUSTRALIA

Ph: +61 2 6272 3594

Fax: +61 2 6272 4112

Email: Greg.read@daff.gov.au

Ms Jane Allen

Section Manager

Food Standards Australia New Zealand
P.O. Box 7186 - Canberra BC ACT 2611
AUSTRALIA

Ph: +61 2 6271 2678

Fax: +61 2 6271 2278

Email: jane.allen@foodstandards.gov.au

AUSTRIA

Dr Gertraud Fischinger
Federal Ministry of Health
Federal Ministry of Health
Radetzkystrasse 2

1031 Wien, AUSTRIA
gertraud.fischinger@mbg.gv.at

BELGIUM

Mr Jean Pottier

FPS Health, Safety of the Food Chain
and Environment

Regulatory expert food labelling

FPS Health, Safety of the Food Chain
and Environment

Place Victor Horta 40 bte 10

1060 Brussels, BELGIUM
Jean.pottier@health.fgov.be

Council Secretariat:

Mr Cesar Cortes

Ms Raluca lvanescu

Ms Katinka Van Der Jagt
Secretariat.codex@consilium.europa.eu

BRAZIL

Miss Juliana Alexandre

Federal inspector

Ministry of agriculture, livestock and food supply
Esplanada dos Ministérios, Bloco D, Anexo B,
sala 452, Brasilia-DF, CEP: 70043-900

BRAZIL

Juliana.alexandre@agricultura.gov.br

Ms Andiara Maria Braga

Specialist in Public Politics in Governmental
Management

Department of Consumer’s Protection and

Ms Ann Backhouse

Codex Manager

Department of Agriculture, Fisheries
and Forestry

GPO Box 858 — Canberra ACT 2601
AUSTRALIA

Ph: +61 2 6272 5962

Fax : +61 2 6272 4389

Email: ann.backhouse@daff.gov.au

Ms Sandra Parsons

Export Standards

Department of Agriculture, Fisheries
and Forestry

GPO Box 858 — Canberra ACT 2601
AUSTRALIA
sandra.parsons@agis.gov.au

Ms Daniela Nowotny

Federal Ministry of Agriculture and
Environment

Stubenring 1

1010 Wien, AUSTRIA
Daniela.nowotny@lebensministerium.at

Ms Eline Rademakers

FPS Health, Safety of the Food Chain
and Environment

Regulatory expert food labelling

FPS Health, Safety of the Food Chain
and Environment

Place Victor Horta 40 bte 10

1060 Brussels, BELGIUM
Eline.rademakers@health.fgov.be

Mr Rodrigo Vargas

Specialist in health surveillance

national health surveillance agency
(Anvisa) Sia, trecho 5, area especial 57,
cep : 71.205-050

Brasilia, distrito federal 1, BRAZIL
rodrigo.vargas@anvisa.gov.br
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Defense (DPDC), Ministry of Justice.

Esplanada dos Ministérios, Ministry of Justice,

Edificio Sede, 5° andar, sala 518, BRAZIL
andiara.braga@mij.gov.br

CAMEROON

Mrs Grace Nde Ningo

Chief of Service Food Quality Control
Ministry of Public Health

PO Box 13659 — Yaounde, CAMEROON
gningo@hotmail.com

CANADA

Mr Karl Dupuis

Counsellor (Agriculture)

Mission of Canada to the European Union
Avenue de Tervuren, 2 - 1040 Brussels
BELGIUM
karl.dupuis@international.gc.ca

COSTA RICA

Prof Giovanni Garro

Professor an Research Tecnoldgico de
Costa Rica

159-7050 Cartago, COSTA RICA
ggarro@itcr.ac.cr

CYPRUS

Ms Katerina Lambrakis- Kasinis
Health Attaché - CYPRUS
Ministry of Health

av. de Cortenbegh 61

1000 Brussels, BELGIUM
klambraki@mphs.moh.gov.cy

CZECH REPUBLIC
Mr Jindrich Fialka

Director of Food Production and Legislation Department

Ministry of Agriculture

TéSnov 17 - Prague 1 - 117 05
CZECH REPUBLIC
jindrich.fialka@eznam.cz

DENMARK
Dr Hanne Boskov Hansen
Special adviser, PhD

Division for Food Quality, Technology and Marketing Practices

Moerkhoejbygade 19
DK — 2860 Soeborg. DENMARK

hbo@fvst.dk

EUROPEAN UNION

Dr Jérome Lepeintre

Dr Eva Zamora Escribano
Dr Risto Holma

Ms Johanne Beaulier

CCFL Head of Delegation, Canada
Canadian Food Inspection Agency
1400 Merivale Road, Tower 2

Floor 6, Room 150

Ottawa, Ontario, K1T 2Y9
CANADA
johanne.beaulieu@inspection.gc.ca

Mr Alejandro Solano

Embassy of Costa Rica

Av. Louise 489

1050 Bruxelles, BELGIUM
Alejandro.solano@costarica.embassy.be
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Dr Sébastian Goux

Ms Bernadette Klink-Khachan
(EUROPEAN COMMISSION)
codex@ec.europa.eu

FINLAND

Ms Anne Haikonen

Counsellor, Legal Affairs

Ministry of Agriculture and Forestry
P.O. Box 30, 00023 Government
FINLAND

Tel: +358-9-1605 2786

Fax: +358-9-1605-3338

Email: anne.haikonen@mmm.fi

GERMANY

Dr Joachim Bollmann

Deputy Head of Division

Federal Ministry of Food, Agriculture and
Consumer Protection

Rochusstrasse 1

D — 53123 Bonn, GERMANY
222@bmelv.bund.de

GREECE
Dr Margarita Karavangeli

Food Inspector, civil servant in Hellenic Food

Authority (E.F.E.T.)
Hellenic Food Authority (E.F.E.T.)

11th km national road of Thessaloniki-Thermi,

Thermi Thessalonikis, GREECE
mkaravangeli@efet.qr

HUNGARY

Mr Attila Voros

Quality expert

Ministry of Rural Development
Kossuth tér 11.

H-1055 Budapest, HUNGARY
Attila.Voros@vm.gov.hu

ITALY

Mr Ciro Impagnatiello

Ministry of Agriculture, Food and
Forestry Policies

Via XX Settembre 20 1-00187 Roma
ITALY
c.impagnatiello@politicheagricole.gov.it

JAPAN

Mr Yuichiro Ejima

Deputy Director, Food Labeling Division
Consumer Affairs Agency

2-11-1 Nagata-cyo, Chiyoda-ward
Tokyo 100-6105, JAPAN
g.foodlabeling@caa.go.jp

KENYA
Mr Abed Kagundu Mathagu

FRANCE

Ms Roseline Lecourt

Point de contact Codex France
SGAE

2 boulevard Diderot

75572 Cedex 12, FRANCE
roseline.lecourt@sgae.gouv.fr

GHANA

Mrs Isabella Mansa Agra

Food and Drugs Board

PO Box CT 2783, Cantonments, Accra
GHANA

isabelmansa@yahoo.com

Dr Agnes Horvath

PR of Hungry to the European Union
Rue de Treves 92 - 96

1040 Bruxelles, BELGIUM
Agnes.horvath@hum.hu

Dr Hiroshi Yoshikura

Adviser, Department of Food Safety
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare
1-2-1, Kasumigaseki, Chiyoda-ward
Tokyo 100-8916, JAPAN
codexj@mbhlw.go.jp

Mrs Dorcas Kamunya
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Officer in charge

Kephis plant quarantine station
P.0. BOX 49592 NAIROBI 00100
KENYA

akagundu@kephis.org

LUXEMBOURG

Ms Frangoise Mori

Attachée Sécurité alimentaire
Représentation Permanente du Luxembourg
Francoise.mori@mae.etat.lu

NEW ZEALAND

Ms Jenny Reid

Deputy Director

New Zealand Food Safety Authority
PO Box 2835 - Wellington

NEW ZEALAND
Jenny.reid@nzfsa.govt.nz

PANAMA

Mr Luis Manuel Benavides
Panamanian Food Safety Authority
Ave. Ricardo J. Alfaro

Sun Tower Mall, 2th Floor, N°70
P.O. Box 0819-08049, PANAMA
Ibenavides@aupsa.gob.pa
Ibenavides@cableonda.net

SWITZERLAND

Ms Ariane Amberg

Health Attaché (Health, Food Safety, Pharmaceuticals)
Swiss Mission to the EU

PIl. du Luxembourg 1

1050 Brussels, BELGIUM
ariane.amberg@eda.admin.ch

UNITED STATES

Dr Barbara O. Schneeman

Director, Office of Nutrition, Labeling and
Dietary Supplements

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

Room 4C-096, Harvey W. Wiley Building
College Park, Maryland 20740, USA

Tel.: +1-301-436-2373
Barbara.schneeman@fda.hhs.gov

Programmes Coordinator
Consumer Information Network
P.O. Box 7569 — 00300 Nairobi
KENYA
dorcas@consumerupdate.org
and dockiemj@yahoo.com

MEXICO

Ms Sandra Pina
Director of Regulatory and Policy
Affairs

Intersecretarial Commission of Biosafety of

Genetically Modified
Organisms

Avenida San Borja No. 938
Colonia Del Valle. Delagacio
Benito Juarez CP03100
México DF, MEXICO
spina@conacyt.mx

NORWAY

Ms Solbjerg Hogstad

Senior Adviser

Norwegian Food Safety Authority
Section for Plants, Organic Production
and GM

P.O. Box 383

N-2381 Brumunddal, NORWAY
Solbjorg.hogstad@mattilsynet.no

SINGAPORE

Ms Theodosia Tan

Secretariat

Genetic Modification Advisory
Committee

20 Biopolis Way, #08-01, Centros
Singapore 138668, SINGAPORE
Theodosia tan@bmrc.a-star.edu.sg

UNITED KINGDOM

Mr Keith Millar

UK Foodstandards Agency

Hygiene and Microbiology Division
Food Standards Agency

Aviation House, 125 Kingsway,
London, WC2b 6NH

UNITED KINGDOM
keith.millar@foodstandards.gsi.gov.uk

Mr Bryan O’Byrne
International Trade Specialist
U.S. Department of Commerce
14™ and Constitution Ave., NW
Washington, D.C. 20230, USA
Tel: +1-202-482-0705

bryan obyrne@ita.doc.gov
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Mr Jack Bobo

Senior Advisor for Biotechnology
EEB/TPP/ABT

U.S. Department of State 2201 C Street NW
Washington, DC 20520, USA

Tel: 202 647-1647

boboja@state.gov

Ms Melissa Clarkson-Agustin

Trade Specialist

Office of the United States Trade Representative
600 17" St. NW

Washington, D.C. 20508, USA

Tel: +1-202-395-9629

Melissa Agustin@ustr.eop.gov
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U.S. Codex Manager

U.S. Department of Agriculture
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Tel: 202-720-2057 - Fax: 202-720-3157
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Mr Richard D. White
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Biotechnology Industry Organisation
Corporate Regulatory Affairs
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Washington DC 20004, USA
Janet.e.collins@usa.dupont.com

Dr Michael Phillips

Biotechnology Industry Organisation
President

MJ Phillips and Associates LLC
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Annandale, VA 22003, USA
Mj.phill@yahoo.com
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Managing Director

Mr William Busis

Office of the United States Trade
Representative
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Washington, D.C. 20508, USA
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William_Busis@ustr.eop.gov

Ms Krista Dickson

Office of Food Safety and Technical
Services

Foreign Agriculture Service/Trade
Policy

U.S. Department of Agriculture
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Washington, DC 20250, USA
Tel.: +1-202-720-0689 —

Fax: +1-202-690-0677
Krista.dickson@fas.usda.gov

Dr Michael Wehr

Codex Program Coordinator

U.S. Food and Drug Administration
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Room 1 B-003

College Park, MD 20740, USA
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Michael.wehr@fda.hhs.gov
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Biotechnology Industry Organisation
1201 Maryland Avenue SW, suite 900
Washington DC 20024, USA
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CONSUMERS INTERNATIONAL
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Consumers International
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Consumers Union

101 Truman Ave.
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Ms Lucyna Kurtyka

Monsanto Company
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Professor Philip Bereano
Co-Director
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Washington 98102, USA
pbereano@u.washington.edu

FEDIOL
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Appendix 2
Compilation of Breakout Group Presentations

ENGLISH GROUP 1:

Provide direction/statement on how/that existing Codex texts can be used by countries to develop their
national framework for foods derived from modern biotechnology.

Key Indicators:
Compilation of Codex texts

Members have adequate guidance

Mechanistic indicators — [FAO]?

ENGLISH GROUP 2:

1. To provide guidance to countries that want information on whether, and if so how, to label foods derived
from modern biotechnology (FDMB).

To provide guidance consistent with existing Codex texts.

To assemble together texts of Codex that are useful in providing guidance for labelling of FDMB
Guidance on how FDMB could be known by consumers.

pown

KEY INDICATORS:

Consistency with Codex texts

Consensus on approach

Utilization of the guidance document developed by CCFL
Facilitate promotion of fair practices in the food trade
Allows traceability of FDMB

Allows informed choice by consumers

oukhwN =~

GROUPE FRANCOPHONE:

Donner des lignes directives aux membres du Codex pour I'étiquetages des denrées alimentaires dérivées
des biotechnologies sur la base des textes existants du Codex.

Indicateurs de succes :

Prise en compte des textes existants

Les principes établis ne doivent pas favoriser une approche par rapport a une autre
Applicable/acceptable a I'échelle globale

Respecte des 2 objectifs du Codex :

v Protection de la santé du consommateur

v" Promotion de pratiques loyales dans le commerce internationale

GRuUPO EsPAYOL

The document should provide orientation regarding Codex guidelines, standards and principles related to
foods derived from modern biotechnology, including those related to food labelling.

Document then could include a list of relevant Codex texts.
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Indicators of success

(1) The document grouped after this objective fulfills the CAC mandate to CCFL.

(2) These documents have been approved by member states;

(3) These documents have a long standing enforcement period which leaves no doubt regarding ambiguity.

(4) As these texts are applicable to all foods, they are already including foods derived from modern
biotechnology.

(5) This idea encompasses all the approaches related to labelling of foods derived from modern
biotechnology.
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Appendix 3

GUIDANCE TEXT OPTIONS

OPTION 1: (Reference to relevant texts)

Title:

[Proposed Draft Guidance regarding the Labelling of foods derived from Modern Biotechnology], or
[Proposed Draft Compilation of [references] Codex Labelling and other texts relevant to labelling
foods derived from modern biotechnology], or

[Proposed Draft Guidance Drawn from Codex Texts relevant to the labelling of foods derived from
modern biotechnology].

Purpose:
The purpose of this document is only to recall and assemble in a single document some important

elements of guidance from Codex texts, which are relevant to labelling of foods derived from modern
biotechnology.

Considerations:

Acknowledging that different approaches regarding labelling of foods derived from modern
biotechnology are used, this document is not intended to suggest or imply that foods derived from
modern biotechnology are necessarily different from other foods simply due to their method of
production. Any framework implemented by Codex members should fully respect the already
adopted Codex provisions

1. The following Codex standards and related texts contain provisions applicable to the labelling of
food products and may be applied to foods obtained by GM/GE:]

e The Codex General Standard for the Labelling of Prepackaged Foods, (Codex Stan 1-1985);
and particularly, Sections 3.1, 3.2,4.1.1,4.1.2,4.22, 71

e The Codex General Guidelines on Claims (CAC/GL 1-1979); and particularly, Sections 1.2, 1.3,
Section 2 — Definition of Claim, 3.3, 3.5, 4.1, 5.1(iii), 5.1(iv), 5.1(vi)

e The Codex Guidelines for Use of Nutrition and Health Claims (CAC/GL 23-1997); Introduction
and particularly, Sections 1.1, 1.2, 1.3, 1.4 and 1.5

e Principles for Risk Analysis of Foods Derived from Modern Biotechnology (CAC/GL 44-2003);
and particularly, Paragraph 19.

e Guidelines for the Conduct of Food Safety Assessments of Foods Derived from Recombinant-
DNA plants (CAC/GL 45-2003)

e Guidelines for the Conduct of Food Safety Assessments of Foods Derived from Recombinant-
DNA microorganisms (CAC/GL 46-2003)

e Working Principles for Risk Analysis for Food Safety for Application by Governments (CAC/GL
44-2003)

e Guideline for the Conduct of Food Safety Assessment of Foods derived from Recombinant-DNA
Animals (CAC/GL 68-2008)

e The Codex Guidelines for the Production, Processing, Labelling and Marketing of Organically
Produced Foods (CAC/GL 32-1999); and particularly Section 1.5

OPTION 2: (Reproduction of relevant texts current found in Table 1 of Appendix X of ALINORM 10/33/22)

Title:

[Proposed Draft Guidance regarding the Labelling of foods derived from Modern Biotechnology], or
[Proposed Draft Compilation of [references] Codex Labelling and other texts relevant to labelling
foods derived from modern biotechnology], or

[Proposed Draft Guidance Drawn from Codex Texts relevant to the labelling of foods derived from
modern biotechnology].

Purpose:
The purpose of this document is only to recall and assemble in a single document some important

elements of guidance from Codex texts, which are relevant to labelling of foods derived from modern
biotechnology.

Considerations:
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Acknowledging that different approaches regarding labelling of foods derived from modern
biotechnology are used, this document is not intended to suggest or imply that foods derived from
modern biotechnology are necessarily different from other foods simply due to their method of
production. Any framework implemented by Codex members should fully respect the already
adopted Codex provisions

The following Codex standards and related texts contain provisions applicable to the labelling of
food products and may be applied to foods obtained by GM/GE:]

The Codex General Standard for the Labelling of Prepackaged Foods, (Codex Stan 1-1985);
The Codex General Guidelines on Claims (CAC/GL 1-1979)

The Codex Guidelines for Use of Nutrition and Health Claims (CAC/GL 23-1997

Principles for Risk Analysis of Foods Derived from Modern Biotechnology (CAC/GL 44-2003)
Guidelines for the Conduct of Food Safety Assessments of Foods Derived from Recombinant-
DNA plants (CAC/GL 45-2003)

Guidelines for the Conduct of Food Safety Assessments of Foods Derived from Recombinant-
DNA microorganisms;

Working Principles for Risk Analysis for Food Safety for Application by Governments (CAC/GL
44-2003)

Guideline for the Conduct of Food Safety Assessment of Foods derived from Recombinant-DNA
Animals (CAC/GL 68-2008)

The Codex Guidelines for the Production, Processing, Labelling and Marketing of Organically
Produced Foods (CAC/GL 32-1999)

Table 1. Provisions in existing Codex labelling texts that apply to the labeling of GM/GE foods

v

Codex General Standard for the Labelling of Prepackaged Foods, (Codex Stan 1-1985)

Section 3.1: Prepackaged foods shall not be described or presented on any label or in any
labelling in @ manner that is false, misleading or deceptive or is likely to create an erroneous
impression regarding its character in any respect.

Section 3.2: Prepackaged food shall not be described or presented on any label or in any
labelling by words, pictorial or other devices which refer to or are suggestive either directly or
indirectly, of any other product with which such food might be confused, or in such a manner as
to lead the purchaser or consumer to suppose that the food is connected with such other
product.

Section 4.1.1: The name [of the food] shall indicate the true nature of the food and normally be
specific and not generic.

Section 4.1.2: There shall appear on the label either in conjunction with, or in close proximity to,
the name of the food, such additional words or phrases as necessary to avoid misleading or
confusing the consumer in regard to the true nature and physical condition of the food including
but not limited to the type of packaging medium, style, and the condition or type of treatment it
has undergone; for example, dried, concentrated, reconstituted, smoked.

Section 4.2.2: The presence in any food or food ingredients obtained through biotechnology of
an allergen transferred from any of the products listed in section 4.2.1.4 shall be declared.
When it is not possible to provide adequate information on the presence of an allergen through
labelling, the food containing the allergen should not be marketed.

Section 7.1: Optional labelling — Any information or pictorial device written, printed, or graphic
matter may be displayed in labelling provided that it is not in conflict with the mandatory
requirements of this standard and those relating to claims and deception given in section 3 —
General Principles.

Codex General Guidelines on Claims (CAC/GL 1-1979)

v/ Sections 1.2: The principle on which the guidelines are based is that no food should be
described or presented in a manner that is false, misleading or deceptive or is likely to
create an erroneous impression regarding its character in any respect.

v Section 1.3: The person marketing the food should be able to justify the claims made.

v' Section 2 — Definition of Claim - For the purpose of these guidelines, a claim is any
representation which states, suggests, or implies that a food has particular characteristics
relating to its origin, nutritional properties, nature, production, processing, composition or any
other quality.
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v Section 3.3: Prohibited claims — Claims which cannot be substantiated.

v Section 3.5: Prohibited claims — Claims which could give rise to doubt about the safety of
similar food or which could arouse or exploit fear in the consumer.

v' Section 4.1: Potentially misleading claims — Meaningless claims including incomplete
comparatives and superlatives.

v Section 5.1(iii): Conditional claims — Terms such as “natural,” “pure,” “fresh,” “home made,”
“organically grown,” and “biologically grown” when they are used, should be in accordance
with the national practices in the country where the food is sold. The use of these terms
should be consistent with the prohibitions set out in Section 3.

v' Section 5.1(iv): Conditional claims — Claims that a food has special characteristics when all
such foods have the same characteristics, if this fact is apparent in the claim.

v Section 5.1(vi): Conditional claims — Claims which highlight the absence or non-addition of
particular substances to food may be used provided that they are not misleading and
provided that the substance:

(b) is one which consumers would normally expect to find in the food;

(d) is one whose presence or addition is permitted in the food
e Codex Guidelines for Use of Nutrition and Health Claims (CAC/GL 23-1997)

v Introduction - Nutrition claims should be consistent with national nutrition policy and support
that policy. Only nutrition claims that support national nutrition policy should be allowed.
Health claims should be consistent with national health policy, including nutrition policy, and
support such policies where applicable. Health claims should be supported by a sound and
sufficient body of scientific evidence to substantiate the claim, provide truthful and non-
misleading information to aid consumers in choosing healthful diets and be supported by
specific consumer education. The impact of health claims on consumers’ eating behaviours
and dietary patterns should be monitored, in general, by competent authorities. Claims of the
type described in section 3.4 of the Codex General Guidelines on Claims are prohibited

v' Section 1.1: These guidelines relate to the use of nutrition and health claims in food
labelling and, where required by the authorities having jurisdiction, in advertising.

v' Section 1.2: These guidelines apply to all foods for which nutrition and health claims are
made without prejudice to specific provisions under Codex standards or Guidelines relating
to Foods for Special Dietary Uses and Foods for Special Medical Purposes.

v/ Section 1.3: These guidelines are intended to supplement the Codex General Guidelines on
Claims and do not supersede any prohibitions contained therein.

v Section 1.4: Nutrition and health claims shall not be permitted for foods for infants and
young children except where specifically provided for in relevant Codex standards or
national legislation.

e Principles for Risk Analysis of Foods Derived from Modern Biotechnology (CAC/GL 44-2003);
v' Paragraph 19: Risk management measures may include, as appropriate, food labelling
conditions for marketing approvals and post-market monitoring.

e Guidelines for the Conduct of Food Safety Assessments of Foods Derived from Recombinant-
DNA plants (CAC/GL 45-2003)

e Guidelines for the Conduct of Food Safety Assessments of Foods Derived from Recombinant-
DNA microorganisms (CAC/GL 46-2003)

e Working Principles for Risk Analysis for Food Safety for Application by Governments (CAC/GL
62-2007)

e Guideline for the Conduct of Food Safety Assessment of Foods derived from Recombinant-DNA
Animals (CAC/GL 68-2008)

Codex Guidelines for the Production, Processing, Labelling and Marketing of Organically Produced Foods
(CAC/GL 32-1999);

v Section 1.5: All materials and/or the products produced from genetically engineered/modified

organisms (GEO/GMO) are not compatible with the principles of organic production (either
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the growing, manufacturing, or processing) and therefore are not accepted under these
guidelines.

OPTION 3: (Reproduction of all relevant texts.)

Title:

[Proposed Draft Guidance regarding the Labelling of foods derived from Modern Biotechnology], or
[Proposed Draft Compilation of [references] Codex Labelling and other texts relevant to labelling
foods derived from modern biotechnology], or

[Proposed Draft Guidance Drawn from Codex Texts relevant to the labelling of foods derived from
modern biotechnology].

Purpose:
The purpose of this document is only to recall and assemble in a single document some important

elements of guidance from Codex texts, which are relevant to labelling of foods derived from modern
biotechnology.

Considerations:

Acknowledging that different approaches regarding labelling of foods derived from modern
biotechnology are used, this document is not intended to suggest or imply that foods derived from
modern biotechnology are necessarily different from other foods simply due to their method of
production. Any framework implemented by Codex members should fully respect the already
adopted Codex provisions

1. The following Codex standards and related texts contain provisions applicable to the labelling of

food products and may be applied to foods obtained by GM/GE:]

The Codex General Standard for the Labelling of Prepackaged Foods, (Codex Stan 1-1985);

The Codex General Guidelines on Claims (CAC/GL 1-1979);

The Codex Guidelines for Use of Nutrition and Health Claims (CAC/GL 23-1997);

Principles for Risk Analysis of Foods Derived from Modern Biotechnology (CAC/GL 44-2003);

Guidelines for the Conduct of Food Safety Assessments of Foods Derived from Recombinant-

DNA plants (CAC/GL 45-2003)

e Guidelines for the Conduct of Food Safety Assessments of Foods Derived from Recombinant-
DNA microorganisms

e Working Principles for Risk Analysis for Food Safety for Application by Governments

e Guideline for the Conduct of Food Safety Assessment of Foods derived from Recombinant-DNA
Animals (CAC/GL 68-2008)

e The Codex Guidelines for the Production, Processing, Labelling and Marketing of Organically
Produced Foods (CAC/GL 32-1999);

Table 1. Provisions in existing Codex labelling texts that apply to the labeling of GM/GE foods

All the relevant texts from the above referenced documents would be reproduced here. In order to
conserve paper, these texts are not reproduced in this report but this is an option being forwarded to
the Committee for its consideration.



