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TO: Codex Contact Points
Interested International Organizations
FROM: Secretary, Codex Alimentarius Commission,

Joint FAO/WHO Food Standards Programme
Viale delle Terme di Caracalla, 00100 Rome, Italy

SUBJECT: Distribution of the Report of the Thirty-seventh Session of the Codex Committee
on Food Additives and Contaminants (ALINORM 05/28/12)

The report of the Thirty-seventh Session of the Codex Committee on Food Additives and Contaminants will
be considered by the 28" Session of the Codex Alimentarius Commission (Rome, Italy, 4 — 9 July 2005).

MATTERS FOR ADOPTION BY THE 28™ SESSION OF THE CODEX ALIMENTARIUS
COMMISSION

DRAFT AND PROPOSED DRAFT STANDARDS AND RELATED TEXTS AT STEPS 8 OR 5/8 OF THE UNIFORM
PROCEDURE, RESPECTIVELY

1. Draft and proposed draft food additive provisions of the General Standard for Food Additives
(GSFA) at Step 8 and 5/8, respectively (para. 83 and Appendix X);

2. Proposed draft amendments to the International Numbering System for Food Additives at Step
5/8 (para. 88 and Appendix XIII);

3. Specifications for the Identity and Purity of Food Additives arising from the 63™ JECFA meeting
at Step 5/8 (para. 114 and Appendix XV1I)

4. Proposed draft revision of the Preamble of the General Standard for Contaminants and Toxins
in Foods (GSCTF) (N09-2004) at Step 5/8 (para. 128 and Appendix XIX);

5. Draft Code of Practice for the Prevention and Reduction of Aflatoxin Contamination in Tree
Nuts at Step 8 (para. 132 and Appendix XXI);

6. Draft Code of Practice for the Prevention and Reduction of Tin Contamination in Canned Foods
at Step 8 (para. 166 and Appendix XXV);

7. Draft Maximum Levels for cadmium in wheat grain; potato; stem and root vegetables; leafy
vegetables; and, other vegetables at Step 8 (para. 175 and Appendix XXVI).

Governments wishing to propose amendments or to comment on the above texts should do so in writing in
conformity with the Uniform Procedure for the Elaboration of Codex Standards and Related Texts (at Step 8
or 5/8) (Codex Alimentarius Commission Procedural Manual, Fourteenth Edition) to the Secretary, Codex
Alimentarius Commission, Viale delle Terme di Caracalla, 00100 Rome, Italy (telefax: +39.06.5705.4593; e-
mail: codex@fao.org (preferably)) no later than 15 June 2005.

PROPOSED DRAFT STANDARDS AND RELATED TEXTS AT STEP 5 OF THE UNIFORM PROCEDURE

8. Proposed draft revised Preamble of the GSFA, including the diagram (para. 64 and Appendix
Vil);
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9. Proposed draft Maximum Level for Total Aflatoxins in unprocessed almonds, hazelnuts and
pistachios (para. 141 and Appendix XXI1);

10. Proposed draft Maximum Levels for Cadmium in marine bivalve molluscs (excluding oysters
and scallops) and in cephalopods (without viscera) and in polished rice (para. 175 and Appendix XXVI).

Governments wishing to propose amendments or to comment regarding the implications which the above
texts or any provisions thereof may have for their economic interests should do so in writing in conformity
with the Uniform Procedure for the Elaboration of Codex Standards and Related Texts (at Step 5) (Codex
Alimentarius Commission Procedural Manual, Fourteenth Edition) to the Secretary, Codex Alimentarius
Commission, Viale delle Terme di Caracalla, 00100 Rome, Italy (telefax: +39.06.5705.4593; e-mail:
codex@fao.org (preferably)) no later than 15 June 2005.

REQUEST FOR COMMENTS

11. Proposed draft Maximum Level for Total Aflatoxin in processed almonds, hazelnuts and
pistachios (para. 141 and Appendix XXII);

12.  Proposed draft Maximum Levels for Tin in canned food (other than beverages) and in canned
beverages (para. 163 and Appendix XXIV);

13.  Proposed draft Maximum Level for 3-MCPD in liquid condiments containing acid-HVP
(excluding naturally fermented soya sauce) (para. 190 and Appendix XXVII).

Governments and interested international organizations in observer status with Codex wishing to submit
comments on all aspects including possible implications which the proposed draft standards or any
provisions thereof may have for their economic interest should do so in conformity with the Uniform
Procedure for the Elaboration of Codex Standards and Related Texts (at Step 3) of the Codex Alimentarius
Procedural Manual to the Netherlands Codex Contact Point, Ministry of Agriculture, Nature and Food
Quiality, P.O. Box 20401, 2500 E.K., The Hague, The Netherlands (Telefax: +31.70.378.6141; E-mail:
info@codexalimentarius.nl - preferably), with a copy to the Secretary, Codex Alimentarius Commission,
Joint FAO/WHO Food Standards Programme, FAO, Viale delle Terme di Caracalla, 00100 Rome, Italy
(Telefax: +39.06.5705.4593; E-mail: Codex@fao.org — preferably) no later than 30 September 2005.
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SUMMARY AND CONCLUSIONS

The Thirty-seventh  Session of the Codex Committee on Food Additives and Contaminants
reached the following conclusions:

MATTERS FOR ADOPTION/CONSIDERATION BY THE 28™ SESSION OF THE CODEX ALIMENTARIUS COMMISSION:

Draft and Proposed draft Standards and Related Texts at Steps 8 or 5/8 of the Uniform Procedure, Respectively

The Committee forwarded:

o draft and proposed draft food additive provisions of the General Standard for Food Additives (GSFA) (para. 83 and
Appendix X);

e proposed draft amendments to the International Numbering System for Food Additives (para. 88 and Appendix
X11);

e  Specifications for the Identity and Purity of Food Additives arising from the 63" JECFA meeting (para. 114 and
Appendix XVI)

e proposed draft revision of the Preamble of the General Standard for Contaminants and Toxins in Foods (GSCTF)
(N09-2004) (para. 128 and Appendix XIX);

e draft Code pf Practice for the Prevention and Reduction of Aflatoxin Contamination in Tree Nuts (para. 132 and
Appendix XXI);

o draft Code of Practice for the Prevention and Reduction of Tin Contamination in Canned Foods (para. 166 and
Appendix XXV);

e draft maximum levels for cadmium in wheat grain; potato; stem and root vegetables; leafy vegetables; and, other
vegetables (para. 175 and Appendix XXV1I).

Proposed Draft Standards and Related Texts at Step 5 of the Uniform Procedure

The Committee forwarded:

e proposed draft revised Preamble of the GSFA, including the diagram (para. 64 and Appendix VII);

e proposed draft maximum level for total aflatoxins in unprocessed almonds, hazelnuts and pistachios (para. 141 and
Appendix XXII);

e proposed draft maximum levels for cadmium in marine bivalve molluscs (excluding oysters and scallops) and in
cephalopods (without viscera) and in polished rice (para. 175 and Appendix XXVI).

Proposals for New Work

The Committee agreed to submit the proposals for new work on:

e Revision of the “Class Names and International Numbering System for Food Additives - CAC/GL 36-2003” (para.
94 and Appendix XIV);

e Appendix to the Code of Practice for the Prevention and Reduction of Aflatoxin Contamination in Tree Nuts to
address additional measures for the prevention and reduction of Aflatoxins in Brazil Nuts( para. 131 and Appendix
XX);

e Code of Practice for the Reduction of Chloropropanols during the Production of acid-Hydrolyzed Vegetable
Proteins (HVPs) and Products that Contain acid-HVPs (para. 183 and Appendix XXVI]I).

Other Matters for Consideration by the 28" Session of the Codex Alimentarius Commission

The Committee agreed :

o to forward the revised terms of reference of the Committee in response to the request of the last session of the
Commission to review its terms of reference in relation to sampling plans (para. 9 and Appendix I1);

e to express support to the definitions of risk analysis terms (para. 10);
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e to request the Commission to amend Annex B (Food Category System) of the Codex General Standard for Food
Additives by including coconut water as an example in the description of food category 14.1.2.1 (Fruit juices)
(para. 11 and Appendix I11);

e to recommend the Commission to revoke the provision in the GSFA for polydimethylsiloxane in food category
14.1.2 (fruit and vegetable juices) at 10 mg/kg which was adopted at Step 8 in 1999 (para. 49);

e to request the Commission to revoke the “General Principles for the Use of Food Additives”, since the main content
of the document was already included in the proposed draft revision of the Preamble of the GSFA and the document
was out-of-date; and to recommend the Commission to delete the references to this document in the Codex
Procedural Manual “Relations between Commodity Committees and General Committees — Food Additives and
Contaminants” (para.55 and Appendix VI);

e to inform the Commission that in principle the maximum use levels for BHA, BHT, TBHQ, and Propyl Gallate in
all Codex standards should be expressed on the fat or oil content, as appropriate, and on their combined use (para.
67);

e to request the Codex Secretariat to prepare a list of all draft (Step 6) food additive provisions for the double entries
for the same additive in the same food category and provide this information to the Commission with a
recommendation to discontinue work on these provisions (para. 78);

e to request the Commission to revoke a number of food additives provisions in the GSFA (para.83 and Appendix
XI);

e to inform the Commission of discontinuation of work on a number of food additive draft and proposed draft food
additive provisions (para. 83 and Appendix XII);

e to forward the terms of reference and background information for a Joint Expert Consultation to conduct a
comprehensive assessment of use of active chlorine to the Commission for transmission to FAO and WHO, along
with the terms of reference prepared by the CCFH (para. 108 and Appendix XV);

e to request the Commission to delete the maximum levels for lead in specific commodity Codex Standards for fruit
juices and nectars and for processed meat products and to amend Schedule | of the GSCTF accordingly (para. 119
and Appendix XVII);

e to append the revised Schedule I to the GSCTF, and to request the Commission to revoke the existing individual
Codex standards for Maximum/Guideline Levels for contaminants and toxins. It further agreed to append Schedule
Il to the GSCTF as an empty annex awaiting the finalization of the food categorization system (para. 124 and
Appendix XVIII);

e to forward the following statements with regard to the serious situation of the WHO contribution for JECFA
activities: “The CCFAC expresses its concern about the financial situation regarding the work of JECFA. CCFAC
would like to request the Commission to bring this concern to the attention of the Director General of WHO and to
ask for long-term sustainable funding of the activities necessary to support the work of Commission, in particular
JECFA and related activities”; (para. 224);

ENDORSEMENT AND/OR REVISION OF MAXIMUM LEVEL FOR FOOD ADDITIVES AND PROCESSING AIDS IN CODEX
STANDARDS

The Committee agreed :

Codex Committee on Milk and Milk Products (CCMMP)

e to return most of the proposed food additive provisions to CCMMP for further consideration and clarification. The
Committee also agreed to request CCMMP to clarify in several proposed darft Standards the use of numerical
maximum levels as quality factors for additives with non-numerical ADIs assigned by JECFA, rather than GMP, in
the proposed draft revised Standards for Cheddar and for Danbo. In recognizing that JECFA had evaluated paprika
oleoresins (INS 160 c) only as a spice and not as colour, agreed to recommend to CCMMP to delete paprika
oleoresins from the list of food additives in the proposed draft Standards for Cheddar and for Danbo (paras 44-45
and Appendix V);.
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Codex Committee for Nutrition and Foods for Special Dietary Uses (CCNFSDU)

e to return to CCNFSDU most of the food additive provisions for clarification and to include in Section 4 (food
additives) of the draft revised Standard for Processed Cereal-based Foods for Infants and Young Children, some
text to clarify the conditions on the carry-over of food additives applied to this Standard. The Committee also
agreed to seek clarification from the CCNFSDU about the status of flavour provisions in this standard (para. 46 and
Appendix V).

Codex Committee on Cereals, Pulses and Legumes (CCCPL)

e to return all the food additive provision in the draft Standard for Instant Noodles to CCCPL for further
consideration (para. 47 and Appendix V);

Codex Ad Hoc Intergovernmental Task Force on Fruit and Vegetable Juices (TFFVJ)

e to remove from the GSFA the footnote stating “Sulphites should be used only in fruit juices/nectars in bulk
dispensers and in certain tropical juices/nectars.” The Committee also agreed that the use of Polydimethylsiloxane
in fruit juices at 10 mg/kg is a processing aid use. It further agreed to include sodium caseinate, potassium caseinate
and isinglass in the list of processing aids in the General Standard for Fruit Juices and Nectars with inclusion of the
footnote “Use of these processing aids should take into account their allergenic potential. If there is any carry over
of these processing aids into finished product, they are subject to ingredient declaration in accordance with Sections
4.2.1.4 and Section 4.2.4 of the of the Codex General Standard for the Labelling of Prepackaged Foods.”(para 49
and Appendix V);

MATTERS REFERRED TO CODEX COMMITTEE AND TASK FORCES

The Committee agreed :

Codex Commodity Committees

e to inform Codex Committees that, when considering the use of the food additive Lecithin, should be aware that
there are two substances (Lecithin and Partially Hydrolyzed Lecithin) that are covered under INS 322 — Lecithins
(para. 67);

Codex Committee on Processed Frits and Vegetables (CCPFV)

e to confirm to the CCPFV that the maximum levels apply to raw products and that, in the absence of a specific level
for processed products, a processing (concentration/dilution) factor should be applied to processed products taking
into account the specific properties of the contaminant (para. 121);

Codex Committee on Fish and Fishery Products (CCFFP)

e to reply to the Codex committee on Fish and Fishery Products that the revision of the Guideline Levels for
Methylmercury in Fish (CAC/GL 7-1991) requires more comprehensive consideration by CCFAC in order to take
into account all factors related to the consumption of fish, in particular risks and benefits and that, in the meantime,
the existing Guideline Levels can be retained with the understanding that enforcement can be performed by
determination of total mercury as a screening methods (for facilitating control/monitoring). Methylmercury needs
only to be determined for verification purposes (para. 202).

MATTERS OF INTEREST TO THE CODEX ALIMENTARIUS COMMISSION AND/OR CODEX COMMITTEE AND TASK
FORCES

The Committee agreed:

e that no action was required with respect to Glycyrrhizinic acid and Polybrominated diphenylethers and that the
elaboration of a discussion paper on Ethyl carbamate, with special focus on alcoholic beverages was not a high
priority and that, due to the limited resources, it should be taken up at a later stage (paras 40-41 and Appendix);.

e to establish an electronic Working Group, led by China, to: i) improve the management of the work on the General
Standard on Food Additives; ii) develop an accompanying text to the Proposed Procedure for Consideration of the
Entry and Review of Food Additives in the GSFA; iii) analyse the relationship between provisions of the GSFA and
those of commodity Standards, and to identify and propose options to move Commodity Standard food additive
provisions into the GSFA (with the aim to have food additive provisions in a single place); and, iv) propose
corresponding revisions in the Codex Procedural Manual (para. 62);
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to re-establish the physical Working Group on the General Principles of the General Standard for Food Additives
under the chairmanship of China to meet before its 38" Session (para. 63);

to request the Codex Secretariat to prepare every year an updated working document on the GSFA similar to
CX/FAC 05/37/6 (para. 67);

that the delegation of Canada would prepare a discussion paper to propose options for addressing, in a uniform and
consistent manner, the food additive provision in glazes for foods (para. 67);

to reconvene the ad hoc Working Group on the Codex General Standard for Food Additives prior to its next
session, under the Chairmanship of the United States (para. 68);

to re-establish the Electronic Working Group on the GSFA, led by the United States, and requested it to provide a
report with recommendations to the 38" Session of the CCFAC on the draft maximum levels for selected food
additives (para. 70 and Appendix VIII);

to request the Codex Secretariat to issue a separate Circular Letter requesting comments on selected food additive
provisions, with the understanding that if no information is received by the 38" CCFAC to justify these uses, these
food additive provisions will be deleted from the draft GSFA (para. 82 and Appendix 1X);

to circulate for comments at Step 3 the revised Section 11 “Table of functional classes, definitions and technological
functions” as contained in CRD 4, subject to the approval of new work on the revision of “Codex Class Names and
International Numbering System for Food Additives” (para. 94);

to reconvene the ad hoc Working Group on Harmonization of Terms used by Codex and JECFA prior to its 38"
Session under the Chairmanship of the United Kingdom to consider the revised Section Il along with comments
submitted at Step 3 (para. 95);

that the delegation of New Zealand would prepare a further updated version of Inventory of Processing Aids (IPA),
which would also include an introductory text with an explanation of changes, suggestions on the use of IPA and
possible future work for consideration at its next session (para. 99);

to establish an electronic Working Group, led by the United States, to prepare a discussion paper on the
development of Guidelines on flavourings, taking into account the various terms and definitions used in Codex and
which would also include a project document for starting new work (para. 102);

to reconvene the ad hoc Working Group on Specifications prior to its next session under the Chairmanship of the
United States (para. 112);

to reconvene the ad hoc Working Group on Contaminants and Toxins in Foods prior to its 38™ Session under the
Chairmanship of the European Community (para. 122);

to integrate the Annotated List of Contaminants and Toxins in Foods (Part 1 and Part 2) of CX/FAC 05/37/19 into a
separate document “Working document for information and use in discussions on the GSCTF” and that the
delegations of Japan and the Netherlands would prepare an update version of the document for presentation at the
next session of the Committee (paras 124-125);

to establish an electronic Working Group, led by Brazil to prepare, subject to the approval of new work, a proposed
draft Appendix to the Code of Practice for the Prevention and Reduction of Aflatoxin Contamination in Tree Nuts
to address additional measures for the prevention and reduction of aflatoxins in Brazil Nuts (para. 131);

to circulate for comments at Step 3 the proposed draft maximum level for total aflatoxins in almonds, hazelnuts and
pistachios (para. 141 and Appendix XXII);

to return to Step 2 the proposed draft Sampling Plan for Aflatoxin Contamination in Almonds, Brazil Nuts,
Hazelnuts and Pistachios (N07-2004) for redrafting by an electronic Working Group, led by the United States, for
circulation, comments at Step 3 and further consideration at its next session (para. 144);

to establish an electronic Working Group, led by Brazil, to revise the Discussion Paper on Aflatoxin Contamination
in Brazil Nuts for consideration at its next session (para. 147);

to establish an electronic Working Group, led by the United States, to develop a discussion paper to provide
comprehensive relevant data, including the occurrence of deoxynivalenol (DON) and the effects of processing on
the levels of DON for consideration at its next session (para. 150);

to discontinue consideration of mycotoxin contamination in sorghum as it could not identify a delegation willing to
prepare a discussion paper on this matter (para. 153);
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e to establish an electronic Working Group, led by the Philippines, to prepare a discussion paper that compiles the
information necessary to develop an appropriate maximum level for lead in fish for consideration at its next
session; and to retain the draft maximum level for lead in fish at Step 7 and to decide the level at its next session on
the base of the information contained in the Discussion Paper (paras 156-157 and Appendix XXIII);

o to circulate the proposed draft maximum levels for tin for comments at Step 3 (para. 163 and Appendix XXIV);

e to return the renamed proposed draft Code of Practice for the Prevention and Reduction of Dioxin and Dioxin-like
PCB contamination in Foods and Feed to Step 2 for redrafting by an electronic Working Group, led by Germany,
for circulation, comments at Step 3 and consideration at its next session (para. 180);

e to establish an electronic Working Group, led by the United Kingdom, that, pending the approval of the
Commission of new work, would prepare a proposed draft Code of Practice for the Reduction of Chloropropanols
during the Production of acid-Hydrolyzed Vegetable Proteins (HVPs) and Products that contain acid-HVPs (para.
183);

e to establish an electronic Working Group, led by the United Kingdom, to prepare a discussion paper that will define
the different acid-HVP containing products and collect information on other products that contain 3-MCPDs; to
request JECFA to conduct an exposure assessment for chloropropanols from all sources; and, to circulate the
proposed draft maximum level for 3-MCPD in liquid condiments containing acid-HVP (excluding naturally
fermented soya sauce) for comments at Step 3 (paras 189-190 and Appendix XXVIII);

e to establish an electronic Working Group, led by the United Kingdom, to revise the Discussion Paper on
Acrylamide to take account the 64™ JECFA evaluation, national mitigation strategies and the role of food
processors, food catering services and consumers; that the revised Discussion Paper would include an outline of a
Code of Practice and a project document for starting new work on the elaboration of the Code (paras. 193, 194 and
196);

e to establish an electronic Working Group, led by Denmark, to revise the Discussion Paper on Polycyclic Aromatic
Hydrocarbons (PAHs) Contamination with particular attention to the 64™ JECFA evaluation. It also agreed the
revised Discussion Paper would include an outline of a Code of Practice mainly focusing on general advice
addressing practices that may lead to high levels of PAHs and a project document for starting new work on the
elaboration of the Code (paras. 199-200);

e to establish an electronic Working Group, led by the European Community, to revise the Discussion Paper on
Guideline Levels for Methylmercury in Fish to consider: methods of analysis of methylmercury; elaboration of the
Terms of Reference for an Expert Consultation on risks and benefits of fish consumption; and elaboration of a
possible request to JECFA. The Chairperson of CCFAC agreed to organise a workshop close to the dates of the 38"
Session of the Committee to exchange views on risk communication (paras 203 and 205);

e to return the draft revised Guideline Levels for Radionuclides in Foods for Use in International Trade to Step 2 for
revision by a Working Group, led by the European Community and IAEA, for circulation, comments at Step 3 and
further consideration at its next session; that the Working Group would revise the current draft in its entirety with a
particular emphasis to the revision of the scope of the guideline levels to clarify that they only apply in situation
related to nuclear accidents or radiological events and do not apply to routine monitoring purposes and to the
separation of guidelines levels specific to general and infant food categories (para. 215);

e to request proposals for addition or amendments to the revised Priority List of Food Additives, Contaminants and
Naturally Occurring Toxicants under a separate Circular letter which would also contain the questionnaire for
submission, for consideration at its next session (para. 225 and Appendix XXIX);

e establish an electronic Working Group, led by the European Community, to prepare a discussion paper on
Maximum Level for Ochratoxin A (OTA) in Wine for consideration at its next session (para. 228);

e to establish an electronic Working Group, led by Ghana, to prepare a discussion paper on Ochratoxin A
Contamination in Coffee and Cocoa which takes into account the JECFA evaluation, the outputs of the FAO
Coordinated Project “Enhancement of Coffee Quality through the Prevention of Mould Formation” and other
relevant information for consideration at its next session (para. 230).
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INTRODUCTION

1. The 37" Session of the Codex Committee on Food Additives and Contaminants (CCFAC) was held in
The Haguel, the Netherlands, from 25 — 29 April 2005, at the kind invitation of the Government of the
Netherlands. Ms Annie De Veer, Deputy Director of Food Quality and Animal Health of the Netherlands
Ministry of Agriculture, Nature and Food Quality, chaired the Session. The Session was attended by
delegates representing 61 Member Countries, one Member Organization, and 40 International Organizations.
The List of Participants is attached to this report as Appendix I.

OPENING OF THE SESSION

2. Dr Cees Veerman, the Minister of Agriculture, Nature and Food Quality of the Netherlands, opened
the 37" Session of the Codex Committee on Food Additives and Contaminants. In his statement, Dr
Veerman, while highlighting the high productivity of the Committee, noted that the current workload of the
Committee was very high. He stated that a division into two separate Committees, one dealing with additives
and the other with contaminants, was desirable. Dr Veerman also stressed the importance of scientific work
supporting the work of the Committee. He appreciated the results of the Codex Trust Fund resulting in strong
attendance and active participation of developing countries in the Committee.

ADOPTION OF THE AGENDA (Agenda Item 1)?

3.  The Committee adopted the Provisional Agenda as proposed. It agreed that Agenda Item 8
“Harmonization of Terms Used by Codex and JECFA” and Agenda Item 9 “Discussion Paper on Carriers”
would be discussed together. It further agreed to discuss the following under Agenda Item 19 “Other
Business and Future Work™:

. Ochratoxin A in wine (request from OIV);

. Descriptor of “Food Supplements” in the Food Category System of GSFA (request from
IADSA);

o Code of Practice for the Prevention and Reduction of Ochratoxin A in coffee and cocoa (request
from the European Community);

o Use of overheads to facilitate deliberations (request from Morocco).

4. The Committee agreed to hold Working Groups on the International Numbering System (INS)
(Agenda Item 7) and on JECFA Priorities (Agenda Item 18) under the Chairmanships of Finland and the
Netherlands, respectively.

5. The Delegation of the European Community presented CRD 8 (Annotated Agenda) on the division of
competence between the European Community and its Member States according to paragraph 5, Rule II of
the Procedure of the Codex Alimentarius Commission.

APPOINTMENT OF THE RAPPORTEUR (Agenda Item 2)
6. The Committee agreed to appoint Dr Bruce H. Lauer (Canada) as Rapporteur for the Session.

MATTERS REFERRED/OF INTEREST TO THE COMMITTEE ARISING FROM THE CODEX
ALIMENTARIUS COMMISSION AND OTHER CODEX COMMITTEES (Agenda Item 3a)°

7. The Secretariat informed the Committee on matters arising from the 27" Session of the Commission,
from the 55" Session of the Executive Committee and from other Codex Committees and Task Forces. The
Committee noted that most of the matters were for information purposes while others would be discussed in
more detail under relevant Agenda Items.

The first day of the 37™ Session was held in Noordwijk aan Zee.
: CX/FAC 05/37/1; CRD 9 (Comments by OIV) and CRD 10 (Comments by IADSA).
} CX/FAC 05/37/2; CX/FAC 05/37/2, Add.1.
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8. In particular, the Committee commented and/or made decisions on the following matters:
Terms of Reference of the Committee on Food Additives and Contaminants

9.  In response to the request of the last session of the Commission to review its terms of reference in
relation to sampling plans®, the Committee agreed to revise point (d) of its terms of reference to read “To
consider methods of sampling and analysis for their determination in food and feed” and to move the revised
point (d) after point (b) for clarity purpose. The Committee agreed to forward the revised terms of reference
as contained in Appendix II to the 28" Session of the Commission.

Risk Analysis Definitions

10. The Committee recalled that the last session of the Commission had adopted the definitions of “Food

Safety Objective”, “Performance Objective” and “Performance Criterion” and referred the definitions to all
Committees involved in risk analysis for advice, with the understanding that the Committee on General
Principles would reconsider the definitions, if required, in the light of any comments received. Some
delegations pointed out that since concepts in the definitions had been developed for microbiological
hazards, they might not be directly applicable to chemical hazards and their application in the work of the
Committee might require further consideration in the future. The Committee concluded by expressing its
support for these definitions.

Coconut Water

11. The Committee recalled that at its last session, it decided to request the ad hoc Codex
Intergovernmental Task Force on Fruit and Vegetable Juices to clarify whether coconut water should be
included in the draft Codex General Standard for Fruit Juices and Nectars. In noting the decision of the Task
Force to enter a footnote to the term “ coconut” in the Annex to the General Standard to clarify that the juice
of this fruit was the “coconut water” extracted from the coconut without expressing the coconut meat’, the
Committee endorsed the recommendation of the ad hoc Working Group on the General Standard on Food
Additives (GFSA) to request the 28" Session of the Commission to amend Annex B (Food Category System)
of the Codex General Standard for Food Additives by including coconut water as an example in the
description of food category 14.1.2.1 (Fruit juices) as indicated in Appendix III.

MATTERS OF INTEREST FROM FAO/WHO (Agenda Item 3b)°
Consultative process on the Provision of Scientific Advice

12.  The Representative of FAO presented, on behalf of FAO and WHO, working document CX/FAC
05/37/3. The Committee noted that, as follow-up of the recommendations of the 2004 workshop, FAO and
WHO were preparing a Procedural Guideline that would compile all written procedures followed by FAO
and WHO in the provision of scientific advice and were preparing a technical workshop to explore new
approaches to enhance the participation of experts and use of data from developing countries in international
scientific advice activities. The Committee was also informed that FAO and WHO were preparing review
papers to address procedures for the selection of experts, to consider factors associated with enhanced
openness of meetings, and to improve procedures on the use of data. FAO/WHO were planning an
intergovernmental meeting or expert consultation to finalize the consultative process. However, extra
budgetary resources for this purpose need to be identified.

Priority Setting of Requests for Scientific Advice

13. The FAO Representative referred to the criteria recommended to FAO/WHO by the 55" Session of the
Codex Executive Committee for the prioritization of requests by Codex for scientific advice. The Committee
noted that, in order to prioritize requests for scientific advice, FAO and WHO needed to have a clear
definition of the scope and objective and a clear indication of the way in which the advice would be used in
the work of Codex, as well as of its urgency.

4 ALINORM 04/27/41, para. 99.
5 ALINORM 05/28/39, para. 12.
6 CX/FAC 05/37/3.
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Proposed GEMS/Food Consumption Cluster Diets

14. The WHO Representative reported’ that using a cluster analysis approach, thirteen GEMS/Food
Consumption Cluster Diets had been developed based on average FAO Food Balance Sheet data for the
period 1997-2001. The list of countries assigned to the various Consumption Cluster Diets and average per
capita intake of commodities for these diets (in g/person/day) are available on the WHO Website
(http://www.who.int/foodsafety/chem/gems/en/). These new diets are intended to replace the existing five
GEMS/Food Regional Diets, which are used by FAO/WHO advisory bodies in the exposure assessment of
pesticide residues and contaminants.

15. For a number of commodities or commodity groups, no data were available for many countries in the
FAO database. Before the GEMS/Food Consumption Cluster Diets can be further refined, countries would
need to provide missing data for these food items. A list of missing data for each cluster and country is
available at the above mentioned Website.

16. The Committee was informed that the cluster diets were presented to the 37" Session of the Codex
Committee on Pesticides (CCPR), which welcomed the development of more accurate and relevant diets.
The CCPR agreed that a Circular Letter would be sent requesting countries to provide information on foods
for which data were missing.

17. The WHO Representative requested all delegations of CCFAC to take note of the Circular Letter to

ensure that persons possessing relevant food consumption data submit these to WHO. Because this
Committee refers to the GEMS/Food Regional Diets when deciding whether a Maximum Level for a
contaminant should be considered, the WHO Representative suggested that an item on the GEMS/Food
Consumption Cluster Diets be included on the agenda for the next session.

SIXTY-THIRD AND SIXTY FOURTH MEETINGS OF THE JOINT FAO/WHO EXPERT
COMMITTEE ON FOOD ADDITIVES (JECFA) (Agenda Item 4)

18. The WHO lJoint Secretary of JECFA drew the attention of the Committee to the difficult financial
situation currently faced by the WHO part of the JECFA. The basic principle for all programme work of
WHO was explained, namely that a large part of financial support for all activities comes from specified
extra budgetary contributions from Member Countries, and only a small part comes from the WHO regular
budget. The WHO part of the JECFA programme cannot be continued if additional funds are not made
available. There are several reasons for this, such as increased programme cost and decreased specified extra
budgetary contributions by Member Countries to the WHO JECFA programme. A letter from the WHO Joint
Secretary describing this situation and requesting increased support by Member Countries was distributed to
the Committee.

19. The Representative of FAO informed the Committee about FAO’s serious concern about this situation.
The Committee was also informed that FAO, following the recommendations made by the recent Codex
evaluation and the priority given by FAO governing bodies to Codex and Codex-related activities, had
substantially increased its budgetary allocation for Codex and all expert bodies, including JECFA, to provide
the necessary scientific advice in food safety. However, due the joint FAO/WHO nature of the activities for
the provision of scientific advice, the increased allocation of FAO resources might be jeopardized due to the
lack of WHO’s resources. The Committee noted that FAO considers that the appropriate fora to discuss the
WHO difficult financial situation are relevant WHO governing bodies, including the upcoming World Health
Assembly (WHA). In this regard FAO is planning to call the attention of the WHA to this matter and on its
repercussions on joint FAO/WHO activities on the provision of scientific advice.

SUMMARY REPORT OF THE 63" AND 64™ MEETINGS OF THE JOINT FAO/WHO EXPERT COMMITTEE ON
FooD ADDITIVES (Agenda Item 4a)®

20. The Joint Secretariat to JECFA presented the results of the 63™ Meeting of the Expert Committee
(June 2004) and the 64" Meeting (February 2005), as they were reported in the Summary Report of the
Meetings.

! CRD 29 (proposed GEMS/Food Consumption Cluster Diets).
Report available online at the Joint Secretariat’s web pages at
FAO http://www.fao.org/es/ESN/jecfa/index_en.stm and WHO http://www.who.int/ipcs/food/en/ .
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21. JECFA at its 63" meeting evaluated 18 food additives, 9 of them for specifications only, and revised
the limits for arsenic and other heavy metals for 84 food additives. In addition, the safety of peroxyacid
antimicrobial solutions and the natural food constituent glycyrrhizinic acid was evaluated.

22. A group ADI was established for lutein from Tagetes erecta and for synthetic zeaxanthin. ADIs ‘not
specified’ were allocated to three enzymes. A temporary ADI was established for steviol glycosides.

23.  JECFA concluded that benzoyl peroxide does not pose a safety concern for treatment of whey at
maximum concentrations of 100 mg/kg; and that alpha-cyclodextrin does not pose a safety concern at the
proposed use levels (10 g/kg in non alcoholic beverages, max. 100 g/kg in bakery products) and resulting in
predicted consumptions as food ingredient and food additive.

24. In addition JECFA evaluated the safety of use of peroxyacid antimicrobial solutions, containing 1-
hydroxyethylidene-1,1-diphosphonic acid (HEDP) (as a sequestrant or stabilizer). The safety of the
antimicrobial solutions was assessed on a component-by-component basis, considering the potential residue
of each component or its breakdown products in food as consumed. JECFA concluded that residual levels do
not pose a safety concern.

25. JECFA also evaluated the safety of 178 flavours in 8 groups. All flavouring agents were considered to
be of no safety concern at their intended use and estimated intake levels. The previously established ADI ‘not
specified’ for d-limonene was maintained.

26. Lastly, glycyrrhizinic acid, a natural food constituent, was evaluated and JECFA concluded that an
intake of 100 mg per day (per person) would be unlikely to cause adverse effects in healthy adults.

27. JECFA also prepared specifications for 217 food additives including flavouring agents.

28. The Committee was informed that JECFA also considered a possible approach to the safety assessment
of complex flavours derived from natural sources, and that these approaches will be given further
consideration at the 65" JECFA meeting in June, 2005.

29. The Joint Secretariat also stressed the need for responses to the call for data requested for changes in
specifications and that these data should include analyses of several lots or batches.

30. JECFA at its 64™ meeting considered the safety of six contaminants: acrylamide, cadmium (impact
assessment of different maximum limits), ethyl carbamate, inorganic tin, polybrominated diphenylethers,
polycyclic aromatic hydrocarbons. In addition, JECFA discussed several general considerations.

31. JECFA considered the formulation of advice on compounds that are both genotoxic and carcinogenic.

JECFA has established procedures for determining health-based guidance values for chemicals that produce
adverse effects through a thresholded mechanism. For compounds that are both genotoxic and carcinogenic,
a threshold is not assumed, and the advice given previously by JECFA was based on the ALARA principle,
i.e. that intakes should be reduced to as low as reasonably achievable.

32. Because such advice is of limited value and does not allow risk managers to prioritize different
contaminants and to target their risk management actions, JECFA considered alternative approaches for
providing advice. After considering several options, JECFA decided to base its advice on the margin of
exposure (MOE) approach, since this was the most pragmatic and usable at the present time. The MOE
expresses the margin between a predefined low effect level from experimental studies with the estimated
human exposure, and the lower the MOE, the higher the health concern.

33. JECFA also considered the need for establishing an acute reference dose for certain substances that
could present an acute risk, such as some metals and mycotoxins. JECFA, building on the guidance
developed by the Joint FAO/WHO Meeting on Pesticide Residues (JMPR), may consider setting ARfDs,
where appropriate, in the future. However, for substances that have local irritant or caustic effects, such as
inorganic tin, the concentration in foods is the most relevant parameter and there is no need to establish an
ARfD. JECFA also noted that there is a need to develop methodologies to assess the short-term dietary
intakes of contaminants.

34.  Only the reviews of ethyl carbamate and polybrominated diphenylethers are briefly discussed below.
All other subjects will be described under relevant sub-parts of Agenda Item 17.
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Ethylcarbamate:

35. The 64" JECFA concluded that intake of ethyl carbamate from foods, excluding alcoholic beverages,
would be of low concern (MOE = 20,000). The MOE of 3,800 for all intakes, food and alcoholic beverages
combined, is of concern and therefore mitigation measures to reduce concentrations of ethyl carbamate in
some alcoholic beverages should be continued.

Polybrominated diphenylethers:

36. Based on limited toxicity data on polybrominated diphenyl ethers (PBDE), the 64" JECFA concluded
that there appeared to be a large MOE for a non-genotoxic compound which, despite the inadequacy of the
data on toxicity and intake, provided reassurance that intakes of PBDEs are not likely to be a significant
health concern.

37. Some delegations expressed concern about the exposure assessments with different maximum levels
options by JECFA, because this did not sufficiently take into account the dynamic aspects of contaminants
levels and the effects of risk management.

ACTION REQUIRED AS A RESULT OF CHANGES IN THE ADI STATUS AND OTHER TOXICOLOGICAL
RECOMMENDATIONS (Agenda Item 4b)°

38. The Committee noted actions required by CCFAC as a result of changes to existing ADIs and/or the
establishment of new ADIs for food additives, or other toxicological recommendations for contaminants, as
recommended by the 63" and 64™ JECFA Meetings.

39. The Committee endorsed the recommendations of the ad hoc Working Group on the GSFA with regard
to the food additives listed in Table 1 “Food additives evaluated toxicologically at the 63 JECFA meeting”.

40. The Committee agreed that no action was required with respect to Glycyrrhizinic acid (Table 2
“Natural constituent evaluated toxicologically at the 63 JECFA meeting”).

41. The Committee noted that recommendations for most of the contaminants contained in Table 3
“Contaminants evaluated toxicologically at the 64™ JECFA meeting” would be discussed in more detail
under relevant Agenda Items. With regard to the other contaminants in Table 3, the Committee endorsed the
recommendations of the ad hoc Working Group on the Contaminants and Toxins that no action was required
for Polybrominated diphenylethers. The Committee considered the proposal of the Working Group that a
discussion paper be elaborated on Ethyl carbamate, with special focus on alcoholic beverages. It was
observed that the matter was relevant, but not a high priority and that, due to the limited resources, it should
be taken up at a later stage.

42. The recommendations of the Committee are summarised in Appendix IV.

ENDORSEMENT AND/OR REVISION OF MAXIMUM LEVELS FOR FOOD ADDITIVES AND
PROCESSING AIDS IN CODEX STANDARDS (Agenda Item 5)*°

43. In accordance with the section concerning the relations between Commodity Committees and General
Committees of the Codex Alimentarius Commission Procedural Manual, the Committee considered the
endorsement of food additive and processing aid provisions arising from the Codex Committees on Milk and
Milk Products (CCMMP), on Nutrition and Food for Special Dietary Uses (CCNSFDU), on Cereals, Pulses
and Legumes (CCCPL) and from the ad Hoc Codex Intergovernmental Task Force on Fruit and Vegetable
Juices (TFFV]).

’ CX/FAC 05/37/4. CRD 2 (Report of the Ad hoc Working Group on GSFA); CRD 6 (Report of the Ad hoc
Working Group on Contaminants and Toxins).

10 CX/FAC 05/37/5; CX/FAC 05/37/5, Add.1; CRD 19 (Comments by New Zealand), CRD 20 (Revised list of
Food Additives of the draft Standard for Instant Noodles — prepared by the Codex Secretariat).
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Codex Committee on Milk and Milk Products

44, The Committee reviewed the proposals for endorsement of food additive provisions in the proposed
draft Standards for a Blend of Evaporated Skimmed Milk and Vegetable Fat, for a Blend of Skimmed Milk
and Vegetable Fat in Powdered Form, the proposed draft revised Standards for Cheddar, for Danbo and for
Whey Cheeses, submitted by the 6™ Session of CCMMP. The Committee agreed with the recommendation of
the ad hoc Working Group on the GSFA to return most of the proposed food additive provisions to CCMMP
for further consideration and clarification. The Committee also agreed to request CCMMP to clarify the use
of numerical maximum levels as quality factors for additives with non-numerical ADIs assigned by JECFA,
rather than GMP, in the proposed draft revised Standards for Cheddar and for Danbo.

45. The delegation of the United States made a reservation on the endorsement of B-apo-8-carotenoic
acid, methyl and ethyl ester (INS 160f), sodium nitrates (INS 251) and potassium nitrate (INS 252) in the
proposed draft Standards for Cheddar and for Danbo since these food additives were not approved
domestically in view of unresolved safety concerns. The delegation of Switzerland also made a reservation
on the endorsement of pimaricin (INS 235) in the proposed draft revised Standard for Whey Cheeses. The
Committee, recognizing that JECFA had evaluated paprika oleoresins (INS 160 c) only as a spice and not as
colour, agreed to recommend to CCMMP to delete paprika oleoresins from the list of food additives in the
proposed draft Standards for Cheddar and for Danbo.

Codex Committee for Nutrition and Foods for Special Dietary Uses

46. The Committee considered the food additive provisions in the draft revised Standard for Processed
Cereal-based Foods for Infants and Young Children submitted by the 26™ Session of CCNFSDU. The
Committee agreed with the recommendation of the ad hoc Working Group on the GSFA to return to
CCNFSDU most of the food additive provisions for clarification and to include in Section 4 (food additives)
of the draft revised Standard, some text to clarify the conditions on the carry-over of food additives applied
to this Standard. The Committee also agreed to seek clarification from the CCNFSDU about the status of
flavour provisions in this standard.

Codex Committee on Cereals, Pulses and Legumes

47. The Committee noted that the food additive provisions for the draft Standard for Instant Noodles
contained in the working document CX/FAC 05/37/5-Add.2 were replaced by the food additive provisions
contained in CRD 20. The Committee agreed with the recommendation of the ad hoc Working Group on the
GSFA to return all the food additive provision in the draft Standard for Instant Noodles to CCCPL for further
consideration. The delegation of the Republic of Korea informed the Committee that the Asian member
countries had reached a consensus on a revised list of food additive provision and sought the possibility of
endorsement of such a list. In this regard, it was noted that substantive modifications of the list of food
additive provisions was the task of CCCPL.

Codex Ad Hoc Intergovernmental Task Force on Fruit and Vegetable Juices

48. The Committee considered the request submitted by the 4™ Session of the Ad Hoc Intergovernmental
Task Force on Fruit and Vegetable Juices in relation to the footnote on sulphites, the use of
polydimethylsiloxane as a processing aid and the deletion of insinglass in the draft General Standard for Fruit
Juices and Nectars.

49. The Committee agreed with the recommendation of the ad hoc Working Group on the GSFA to
remove from the GSFA the footnote stating “Sulphites should be used only in fruit juices/nectars in bulk
dispensers and in certain tropical juices/nectars.” The Committee also agreed that the use of
Polydimethylsiloxane in fruit juices at 10 mg/kg is a processing aid use and recommend that the CAC revoke
the provision in the GSFA for this substance in food category 14.1.2 (fruit and vegetable juices) at 10 mg/kg
which was adopted at Step 8 in 1999. It further agreed to include sodium caseinate, potassium caseinate and
isinglass in the list of processing aids in the General Standard for Fruit Juices and Nectars with inclusion of
the footnote “Use of these processing aids should take into account their allergenic potential. If there is any
carry over of these processing aids into finished product, they are subject to ingredient declaration in
accordance with Sections 4.2.1.4 and Section 4.2.4 of the of the Codex General Standard for the Labelling of
Prepackaged Foods.”



ALINORM 05/28/12 7

Status of Endorsement and/or Revision of Maximum Level for Food Additives and Processing Aids in
Codex Standards

50. The status of endorsement and/or revision of maximum level for food additives and processing aids in
Codex Standards is shown in Appendix V of this report.

CONSIDERATION OF THE CODEX GENERAL STANDARD FOR FOOD ADDITIVES (Agenda
Item 6)"*

51. The Committee was informed on the progress made in the development of a web-based database on
the GSFA. The Committee expressed its appreciation for this initiative that would assist in making the GSFA
more widely accessible.

PREAMBLE OF THE CODEX GENERAL STANDARD FOR FOOD ADDITIVES (Agenda Item 6a)*

52. The 36™ Session of the CCFAC agreed to establish a Working Group with the following terms of
reference: (a) review the currently-used working principles applied by the Committee when developing the
GSFA; (b) adapt these working principles with the objective to improve the work, taking into consideration
that the development of the GSFA needs to respect the following criteria: (i) the GSFA needs to be consistent
with other standards adopted by the Codex Alimentarius Commission; (ii) the entries to the GSFA should be
developed in a transparent manner; (iii) the GSFA needs to be developed in a fair and consistent way; and,
(iv) the GSFA has been under development for more than 10 years, changes to the working principles should
result in an acceleration rather than leading to further delay; (c) describe the proposed amended working
principles in a separate document that will accompany the GSFA. In a second step, the Working Group is
asked to consider where these working principles would require the amendment of other documents adopted
by the Commission; (d) analyse, as part of this work, the relationship between provisions of the GSFA and
those of Commodity Standards and (shall) propose procedures that will assure consistency among different
sections of the Codex Alimentarius that address the use of food additives in standardized foods; and, (e)
present to the next session of the Committee a progress report and possibly, depending on the progress made,
questions in order to receive further comments. "

53. The progress report of the Working Group was considered by a physical Working Group which
convened on Thursday 21 April 2005 in The Hague. This Working Group was chaired by Dr Junshi Chen
(China). Ms Maryke Herbst (South Africa) and Mr John van den Beuken (New Zealand) served as
Rapporteurs.

54. The Committee was informed by the Chair that the Working Group had considered the progress report
of the electronic Working Group on the Working Principles of GSFA contained in the document CX/FAC
05/37/7 and had focussed its discussions on the four Appendices contained in the document, namely:

Appendix I:  Current Working Principles for elaboration of the GSFA;
Appendix II:  Diagram of currently used procedure for additives proposed for entry into the GSFA;

Appendix III: Comparison of GSFA with the Codex Procedural Manual and the General Principles for the
Use of Food Additives, (CAC/MISC 1-1972);

Appendix IV: Proposed Draft Revision of the Preamble of the General Standard for Food Additives.
General Principles for the Use of Food Additives (CAC/MISC 1-1972)

55. The Committee considered the recommendations of the Working Group as contained in CRD 1 and
agreed to the following:

o To request the 28" Session of the Commission to revoke the “General Principles for the Use of
Food Additives”, since the main content of the document was already included in the proposed
draft revision of the Preamble of the GSFA and the document was out-of-date; and

CX/FAC 05/37/6 (Working Document for Information and Support to the Discussion on the General Standard for

Food Additives).

12 CX/FAC 05/37/7; CX/FAC 05/37/7, Add. 1 (Comments by Brazil, European Community, United States, ELC,
IFT and IFU). CRD 1 (Report of the Meeting of the Working Group on the Working Principles of the GSFA).

13 ALINORM 04/27/12, para. 59.
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. To delete the references to this document in the Codex Procedural Manual (Relations between
Commodity Committees and General Committees — Food Additives and Contaminants) and to
forward these amendments to the 28" Session of the Commission (see Appendix VI).

Proposed draft revision of the Preamble of the GSFA

56. The Committee considered the proposed draft revision of the GSFA prepared by the Working Group as

contained in CRD 1. In addition to the proposed and some minor editorial changes, the Committee decided to
add in Section 4.1 “Conditions Applying to the Carry-Over of Food Additive” a sentence to specify that an
additive might be used in a raw material or other ingredient if the raw material or ingredient was used
exclusively in the preparation of a food that was in conformity with the provisions of the Standard.

57. The Committee agreed to delete the heading of Section 4.2 “Ingredients and Raw Materials as Carriers
for Additives” and to move the corresponding text in Section 4.1 “Conditions Applying to Carry-Over
Additives” before point (a).

58. The Committee did not support a proposal of the delegation of India to amend the last sentence of
Section 1.1 “Food Additives included in this Standard” to specify that technological justification for the use
of food additives was the responsibility of Commodity Committees. India’s reservation on the present
wording of this was noted.

59. The Committee noted that the Working Group agreed that the food additive provisions in the Codex
Commodity Standards should be moved into the GSFA. However, the Working Group could not reach
agreement on Section 1.2 “Food in which Additives may be Used” as to how the food additive provisions
should be moved from Codex Commodity Standards into the GSFA.

60. The Committee considered a revised version'* of the “Diagram of currently used procedure for
additives proposed for entry into the GSFA”. It decided to append the revised diagram to the proposed draft
revision of the Preamble as it was considered to be a very helpful tool to show the procedure.

61. The Delegation of India did not support this decision as it was of the opinion that the procedures
described in the diagram were inconsistent with the procedures contained in section “Relation between
Commodity Committees and General Committees of the Procedural Manual”. The delegation of India was
also of the view that the diagram attached to the report (CRD 1) of the Working Group should be the basis of
future discussion.

62. The Committee considered the other recommendations of the Working Group and, in consideration of
the previous discussion, agreed to establish an electronic Working Group led by China'’ with the following
terms of reference:

a) To improve the management of the work on the General Standard on Food Additives, taking into
consideration the following criteria:

(i) The GSFA needs to be consistent with other standards adopted by the Codex Alimentarius
Commission;

(i1))  The entries to the GSFA should be developed in a transparent manner;
(iii) The GSFA needs to be developed in a fair and consistent way; and,

(iv) Changes to the working principles should result in acceleration rather than leading to further
delay

b)  To develop an accompanying text to the Proposed Procedure for Consideration of the Entry and
Review of Food Additives in the GSFA.

c) To analyse the relationship between provisions of the GSFA and those of commodity Standards, to
identify and propose options to move Commodity Standard food additive provisions into the GSFA
(with the aim to have food additive provisions in a single place).

d)  To propose corresponding revisions in the Codex Procedural Manual.

Entitled “Proposed Procedure for Consideration of the Entry and Review of Food Additives in the GSFA”
With the assistance of Australia, Brazil, Canada, European Community, France, India, Japan, Korea, Morocco,
New Zealand, Nigeria, Norway, Sweden, Switzerland, Thailand, United States, ELC, ICGMA, IDF and IFU.
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63. The Committee decided to re-establish the physical Working Group on the General Principles of the
General Standard for Food Additives under the chairmanship of China to meet before its 38™ Session. It was
understood that the physical Working Group would be open to all interested delegations.

Status of the proposed draft revision of the Preamble of the Codex General Standard for Food
Additives

64. The Committee agreed to forward the proposed draft revised Preamble of the GSFA, including the
diagram, to the 28" Session of the Commission for adoption at Step 5 (see Appendix VII).

REPORT OF THE AD HOC WORKING GROUP ON THE CODEX GENERAL STANDARD FOR FOOD ADDITIVES
(Agenda Item 6b)™

65. The 36™ Session of the CCFAC decided to reconvene the ad hoc Working Group on the Codex
General Standard for Food Additives prior to its 37" Session under the Chairmanship of the United States'”.
Dr Dennis Keefe (United States) chaired this meeting of the ad hoc Working Group. Ms lona Pratt (Ireland)
and Mr Najib Layachi (Morocco) served as rapporteurs.

66. The Chair of the Working Group briefly summarized the discussions and proposed several general
recommendations for endorsement by the Committee.

General Recommendations

67. The Committee agreed to the following recommendations of the Working Group:

. To request the Codex Secretariat to prepare every year an updated working document on the
GSFA similar to CX/FAC 05/37/6. The updated working document should reflect the most
recent decisions of the Commission on the GSFA;

o To prepare a discussion paper to propose options for addressing, in a uniform and consistent
manner, the food additive provision in glazes for foods. The delegation of Canada offered to
prepare this discussion paper for consideration of the 38" Session.

o To inform the 28" Session of the Commission that in principle the maximum use levels for
BHA, BHT, TBHQ, and Propyl Gallate in all Codex standards should be expressed on the fat or
oil content, as appropriate, and on their combined use;

. To inform Codex Committees that, when considering the use of the food additive Lecithin,
should be aware that there are two substances (Lecithin and Partially Hydrolyzed Lecithin) that
are covered under INS 322 — Lecithins.

Status of the ad hoc Working Group on the Codex General Standard for Food Additives

68. The Committee decided to reconvene the ad hoc Working Group on the Codex General Standard for
Food Additives prior to its next session, under the Chairmanship of the United States.

o CRD 2 (Report of the ad hoc Working Group on the GSFA).
17 ALINORM 04/27/12, para. 52.
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FooD ADDITIVES PROVISIONS OF THE CODEX GENERAL STANDARD FOR FOOD ADDITIVES (Agenda ltem
6C)18

69. The 36™ Session of the CCFAC re-established the newly-named electronic Working Group, led by the
United States, and requested it to provide a report with recommendations to the 37" Session of the CCFAC
on the draft maximum levels for the food additives listed in Appendix X of its report. The Committee also
decided that the Electronic Working Group should also develop a rational and consistent proposal to address
the proposed draft, draft, and adopted provisions for phenolic antioxidants (BHA, BHT, TBHQ, and propyl
gallate) in the GSFA."

Electronic Working Group

70. The Committee endorsed the recommendation of the ad hoc Working Group to re-establish the
Electronic Working Group on the GSFA, led by the United States® and requested it to provide a report with
recommendations to the 38" Session of the CCFAC on the draft maximum levels for the food additives listed
in Appendix VIII to this report.

Recommendations for Adoption of draft (at Step 8) and proposed draft (at Step 5/8) Food Additive
Provisions

71.  Upon the request of ISC the provisions for INS 445, Glycerol Ester of Wood Rosin were re-discussed.
Several delegates agreed that the proposed level of 50 mg/kg for 04.1.1.2 surface-treated fresh fruit and
04.2.1.2 surface-treated fresh vegetables (including mushrooms and fungi, roots and tubers, pulses and
legumes and aloe vera), seaweeds, and nuts and seeds would be too low to achieve the desired technological
effect. Since technological justification had been provided (CX/FAC 05/37/9) for the needed level of 110
mg/kg, the Committee agreed to advance this level.

72. The Committee decided to delete the explanatory text under the note on sulphites as to make clear that
the note did not apply to fruit juices and nectars only.

73. The Committee endorsed the recommendation of the ad hoc Working Group, with the above
mentioned changes, and decided to advance the provisions to Steps 8 and 5/8 (with recommendation to omit
Steps 6 and 7) for final adoption by the Commission.

74. The Committee also agreed to include Acetylated Oxidized Starch (INS 1451), Cross-linked
Carboxymethyl Cellulose (INS 468) and a-Cyclodextrin (INS 457) in table 3 of the GSFA, for adoption by
the 28™ Session of the Codex Alimentarius Commission at step 5/8.

Recommendations for Revocation of Adopted Food Additive Provisions and for Discontinuation of Draft
and Proposed Draft Food Additive Provisions

75. The Committee endorsed the recommendation of the ad hoc Working Group to revoke a number of
food additive provisions in the GSFA.

76. It further agreed to endorse the recommendation of the ad hoc Working Group to discontinue work on
a number of food additive provisions in the GFSA with the exception of:

. BHA (INS 320) for the food categories 09.2.1, 09.2.2, 09.2.5, 09.3 and 09.4;

. BHT (INS 321) for the food categories 02.2.1.1, 09.2.1, 09.2.2, 09.2.5, 09.3 and 09.4;
o Chlorophylls, Copper Complexes (INS 141i) for the food categories 07.2.2 and 07.2.3;
o Benzoates for the food categories 04.1.2.5 and 12.5.1.

8 CX/FAC 05/37/8 (Comments submitted in response to CL 2004/9-FAC by Brazil, European Community, IFCGA
and OIV); CX/FAC 05/37/8-Add.1 (Comments by Cuba). CX/FAC 05/37/9 (Report of the Electronic Working
Group). CX/FAC 05/37/10 (Comments submitted in response to CL 2004/44-FAC by Brazil, Chile, European
Community, Indonesia, United States, Venezuela, AAC, AMFEP, CEFS, ELC, IFAC, ISA and OIV). CX/FAC
05/37/10-Add.1 (Comments by Cuba and IFU), CRD 14 (Comments by OIV), CRD 21 (Comments by
Malaysia), CRD 24 (comments by ISA), CRD 27 (Comments by India) and CRD 28 (Comments by Indonesia).

19 ALINORM 04/27/12, paras 70-71.

20 With the assistance of Australia, Brazil, Canada, European Community, Japan, Ireland, South Africa, ELC,
IFAC, ISA, ICBA and ICGMA
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77. The Committee agreed to circulate these checked provisions for further consideration and comments
for the next session of CCFAC.

78. The Committee agreed to request the Codex Secretariat to prepare a list of all draft (Step 6) food
additive provisions for the double entries for the same additive in the same food category and provide this
information to the 28" Session of the Commission with a recommendation to discontinue work on these
provisions.

79. The Committee agreed that the provision for the use of quillaia extract at 500 mg/kg in food category
14.1.4 (water based flavoured drinks, including “sport” “energy” or “electrolyte” drinks and particulated
drinks) will be held at Step 7 until JECFA has completed its review.

Proposal to Address Provisions for Phenolic Antioxidants

80. The Committee endorsed the recommendation of the ad hoc Working Group that all provisions in the

GSFA for Propyl Gallate (INS 310), Butylated Hydroxyanisole (INS 320), Butylated Hydroxytoluene (INS
321) and Tertiary Butylhydroxyquinone (INS 319) should, where appropriate, be expressed on the fat or oil
basis and the maximum level of use should be expressed on a combined level of use.

Request for Information

81. The Committee endorsed the recommendation of the ad hoc Working Group to only request comments

on the food additive provisions that correspond to the priority additives identified for further discussion. The
remaining food additive provisions in the GSFA should be held at the appropriate step in the Codex
procedure until the CCFAC decides to consider these for further discussion. It also agreed that further
information would be requested on Neotame (INS 961), Polyvinyl alcohol (INS 1203) and Aspartame-
acesulfame salt (INS 962).

82. The Committee requested the Codex Secretariat to issue a separate Circular Letter requesting
comments on the above food additive provisions as contained in Appendix IX, with the understanding that if
no information is received by the 38" CCFAC to justify these uses, these food additive provisions will be
deleted from the draft GSFA.

Status of the Codex General Standard for Food Additives

83. The Committee agreed:

. to forward the draft and proposed draft food additives provisions of the GSFA to the 28" Session of
the Commission for adoption at Step 8 and Step 5/8 (with recommendation to omit Step 6 and 7) (see

Appendix X);

. to request the 28" Session of the Commission to revoke a number of food additives provisions (see
Appendix XI);

o to inform the 28" Session of the Commission of discontinuation of work on a number of food additive

draft and proposed draft food additive provisions (see Appendix XII).

INTERNATIONAL NUMBERING SYSTEM (INS) FOR FOOD ADDITIVES (Agenda Item 7) %

PROPOSALS FOR ADDITION AND/OR AMENDMENTS TO THE INTERNATIONAL NUMBERING SYSTEM FOR
FOOD ADDITIVES

84. The Committee noted that the comments received in response to CL 2004/9-FAC had been discussed
by the Working Group on the International Numbering System that was chaired by Ms H.C Wallin (Finland),
who presented the recommendations of the Working Group.

2 CX/FAC 05/37/11(Comments submitted in response to CL 2004/9-FAC by Cuba). CRD 3 (Report of the
Working Group in the International Numbering System).
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REPORT OF THE WORKING GROUP ON THE INTERNATIONAL NUMBERING SYSTEM

85. The Chair of the Working Group reported to the Committee, that the INS, established in 1989, was
initiated by this Committee for the purpose of labelling in ingredient lists, so that a number could be used
instead of complex chemical names of food additives. The Committee was also reminded that the INS was
intended as an identification system for food additives approved for use in one or more member countries
and that assigning of an INS number did not imply technological approval by Codex. Rather, the number was
only a means of identifying individual food additives on a world-wide basis. The list extended well beyond
those additives currently evaluated by JECFA.

86. The Committee agreed to the following recommendations of the Working Group:
(a)  toassign INS 161h to the colour Zeaxanthin (synthetic);
(b)  to change the additive name under INS 960 “Stevioside” to “Steviol glycosides”;
(c)  todelete INS number 472f from the INS;
(d)  to assign INS number 1204 to the glazing and film-forming agent Pullulan

87. With regard to the definition of the functional class “Sweetener”, it was noted that the Working Group
had discussed whether or not it would be appropriate to revise the definition of the functional class
“Sweetener” so that it could include the sugar D-Tagatose into the definition. The Committee agreed with the
recommendation of the Working Group that it was not appropriate for the time being to make any changes in
the definition, since the Committee is considering new work covering revision of several sections in the INS
list.

Status of the Amendments to the International Numbering System for Food Additives

88. The Committee agreed to forward the proposed draft amendments to the International Numbering
System for Food Additives to the 28" Session of the Codex Alimentarius Commission for adoption at
Step5/8 (with recommendation to omit Step 6 and 7) (see Appendix XIII).

DISCUSSION PAPER ON THE HARMONIZATION OF TERMS USED BY CODEX AND JECFA
(Agenda ltem 8)%

DISCUSSION PAPER ON CARRIERS (Agenda Item 9)%

89. The 36™ Session of the CCFAC agreed to harmonise the functional classes listed in the adopted and
non-adopted provisions of the GSFA with the INS Table of Functional Classes and accepted the
recommendations of the Working Group on the INS to: (a) establish a Working Group under the direction of
the United Kingdom to prepare a working document containing a clear proposal for the harmonisation of
terms used by Codex and JECFA for circulation, comments, and consideration at its next session; and, (b)
establish a separate Working Group on the Harmonization of Terms Used by Codex and JECFA to meet
immediately prior to the next session of CCFAC, to discuss the working document produced by the Working
Group and provide advice to the Committee. **

90. The meeting of the ad hoc Working Group on the Harmonization of Terms, held on 23 April 2005, was
chaired by Dr D.B. Whitehouse (United Kingdom), assisted by Ms H.C. Wallin (Finland) as Rapporteur.

91. The Committee noted that the ad hoc Working Group had prepared a revision of Section II “Table of
functional classes, definitions and technological functions” of “Codex Class Names and International
Numbering System for Food Additives” (CAC/GL 36-1989, Rev. 6-2001). The revised text included five
new functional classes and related definitions and sub-classes, namely, bleaching agent, carbonating agent,
carrier, packaging gas, and sequestrant.

2 CX/FAC 05/37/12; CX/FAC 05/37/12-Add.1 (Comments by Brazil, Chile, European Community, United States,
Venezuela and ELC); CRD 4 (Report of the Working Group on the Harmonization of Terms Used by Codex and
JECFA).

» CX/FAC 05/37/13; CX/FAC 05/37/13-Add.1 (Comments by Brazil, Canada, Chile, European Community,
United States, Venezuela and ELC).

# ALINORM 04/27/12, para. 107.
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92. The Committee revised the proposal prepared by the ad hoc Working Group and deleted “non-flour
use” from the functional classes “Bleaching agent” as more appropriate to the definition. The Committee also
agreed to retain in the definition for “sweetener” the term “non-sugar food additives”.

93. The Committee noted the reservation of the delegations of Switzerland and United States and of some
observers that the food additive class for “Carrier” was not appropriate and needed further elaboration.
Concern was also expressed as to the inclusion in the list of “Packaging Gas” as these substances were not
considered to be consistent with the definition of food additives. It was also observed that the reference to
specific types of food, such as cheese, in the definition of “Emulsifying salt” and “microorganisms” in that of
“Preservatives” could inappropriately narrow the scope of these functional classes. It was also mentioned
that other options should be indicated for “carriers” other than their inclusion in the food additive functional
class, as proposed in CX/FAC 04/36/10.

94. The Committee endorsed the recommendation of the ad hoc Working Group to start new work on the
revision of the “Class Names and International Numbering System for Food Additives (CAC/GL 36-2003)”
and to submit a project document for new work to the 28" Session of the Commission for this purpose (see
Appendix XIV). It further agreed that, subject to the approval of new work, the revised Section II “Table of
functional classes, definitions and technological functions” of “Codex Class Names and International
Numbering System for Food Additives”, as contained in CRD 4, would be circulated for comments at Step 3
with the understanding the Table was subject to further elaboration by the Committee.

95. The Committee agreed to reconvene the ad hoc Working Group on Harmonization of Terms used by
Codex and JECFA prior to its 38" Session under the Chairmanship of the United Kingdom to consider the
revised Section II along with comments submitted at Step 3.

INVENTORY OF PROCESSING AIDS (IPA) (Agenda Item 10)%

96. The 36" Session of the CCFAC agreed to maintain the IPA for the time being and decided that New
Zealand would prepare an updated version of the IPA for consideration at its next session. The delegation of
New Zealand presented working document CX/FAC 05/37/14 that included the updated IPA with new
processing aid uses as published in the reports of the past sessions of CCFAC (from 32™ to 36" included).

97. The Committee expressed appreciation to the delegation of New Zealand. The delegation of India
proposed reformatting of the IPA into three sections: i) “processing aids evaluated by JECFA as safe”; ii)
“processing aids not yet evaluated by JECFA”; iii) “processing aids finally approved” in order that the IPA
become an useful reference for developing countries for elaborating their own standards. The Committee did
not support the proposal by stressing that IPA was not a Codex text and it was only intended to be a useful
reference for countries and was not subject to any review or scrutiny.

98. The Delegation of the United States proposed the addition to the inventory of isobutane for use as a
propellant in vegetable oil pan spray (for professional use only) and in water-based emulsion spray. The
Delegation of Malaysia proposed replacement of the reference to cottonseed and soy used in the names of
oils with ‘partially hydrogenated vegetable oil’ under the category of “Lubricants, release and anti-stick
agents, moulding aids” in Appendix A. The Delegation also proposed amendment of the term ‘Fatty acids of
tallow, of cottonseed and of soybean oil’ to ‘Fatty acids of tallow and of vegetable oils’ in all the names of
vegetable oils in Appendix A. The delegation further proposed to include in Appendix B a column for
“Substrate” to identify the source (origin) of the substrate to ensure the safety and quality of microbial
enzymes and to provide information to consumers.

99. The Committee accepted the offer of the Delegation of New Zealand to prepare a further updated
version of IPA which would also include the proposals made at the current meeting for consideration at the
next session of the Committee. It further agreed that an introductory text with an explanation of changes,
suggestions on the use of IPA and possible future work would be included in this document.

» CX/FAC 05/37/14; CX/FAC 05/37/14-Add.1 (Comments by Cuba, EC, ELC); CRD 21 (Malaysia); CRD 27
(India); CRD 28 (Indonesia).
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DISCUSSION PAPER ON FLAVOURING AGENTS (Agenda Item 11)%

100. The 36™ Session of the CCFAC agreed that a Working Group led by the United States would prepare a
discussion paper, to consider possible options to integrate flavouring agents into the Codex system for
circulation, comments, and consideration at its next session.”’

101. The Delegation of the United States introduced the document, which contained five possible ways to
proceed with the integration process. During its discussion, the Committee agreed to take the fourth option,
which meant initiating new work on the elaboration of a Codex Guideline for the Use of Flavouring
Substances and Natural Flavouring Complexes that establishes safe conditions of use for flavouring
substances and natural flavouring complexes in foods similar to the principles for the safe use of food
additives contained in the Preamble of the Codex General Standard for Food Additives (GSFA), and with a
reference to the evaluations completed by JECFA.

102. The Committee established an electronic Working Group, led by the United States™, to prepare a
discussion paper on the development of Guidelines, taking into account the various terms and definitions
used in Codex related to ‘flavourings’. The discussion paper will also include a project document for starting
new work for possible submission to the Codex Alimentarius Commission.

DISCUSSION PAPER ON THE TERMS OF REFERENCE FOR THE FAO/WHO JOINT EXPERT
CONSULATATION TO CONDUCT A COMPREHENSIVE ASSESSMENT OF USE OF ACTIVE
CHLORINE (ASPECTS RELEVANT TO CCFAC) (Agenda Item 12)%

103. The 36™ Session of the CCFAC agreed to request FAO and WHO to convene a Joint Expert
Consultation to conduct a comprehensive assessment of use of active chlorine, taking into account both
benefits and risks. In recognizing the multiple aspects of the use of active chlorine, the Committee agreed on
the need to clearly define the scope of the Expert Consultation. Therefore, it agreed that a Working Group led
by Denmark would prepare clear terms of reference for the expert consultation for the aspects relevant to the
CCFAC for discussion at its next session, while requesting the relevant Committees to consider
safety/benefit issues pertinent to the uses of active chlorine within their respective purviews and to elaborate
terms of reference within their mandate. ** In this regard, the Committee noted that the 37" Session of the
Codex Committee on Food Hygiene (CCFH) had agreed on the terms of reference of the expert consultation
for the aspects relevant to its work.”'

104. The delegation of Denmark introduced the document and informed the Committee that the discussion
paper had been prepared by the United States. The document developed draft terms of reference and focused
on identifying specific active chlorine treatments and their conditions of use, as well as the commodities
subjected to such treatments. The document also identified the need for collecting more information from
countries in relation to the uses of active chlorine interventions in or upon food.

105. The Committee expressed strong support for holding a joint FAO/WHO expert consultation, as the use
of active chlorine was relevant to many countries. The Committee considered a revised version of the terms
of reference, as proposed by the United States in document CX/FAC 05/37/16-Add.1. It agreed to delete
reference to “organoleptic effects” in point (¢) as it was considered not to be within its mandate. The
Committee did not support the suggestion to include in the terms of reference aspects dealing with
antimicrobial resistance and noted that these aspects were already covered by the terms of reference prepared
by the CCFH.

26 CX/FAC 05/37/15; CX/FAC 05/37/15-Add.1 (Comments by Argentina, Brazil, Canada, Cuba, European
Community, United States, ICBA and IOFI); CRD 27 (Comments by India); CRD 28 (Comments by Indonesia).

2 ALINORM 04/27/12, para. 215.

28 With the assistance of Australia, Austria, Denmark, European Community, France, India, Italy, Japan, Norway,
Switzerland, United Kingdom, ICBA, ICDI, and IOFI

» CX/FAC 05/37/16; CX/FAC 05/37/16-Add.1 (Comments by Cuba and United States); CX/FAC 05/37/16-Add.2
(Comments by IFU); CRD 15 (Comments by Sweden).

30 ALINORM 04/27/12, para. 92.

3 ALINORM 05/28/13, para. 173 and Appendix VI
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106. The JECFA Secretariat stated that an FAO/WHO expert consultation had not been scheduled as funds
had not yet been committed and the request had not been prioritized by the Codex Alimentarius Commission
within all requests for scientific advice of Codex Committees. It was also pointed out that once funds were
secured for this purpose, the preparation of the expert consultation would take approximately at least one
year due to the complexity of the subject. It was also highlighted that the document provided important
information to be used in the preparation of the consultation.

107. The Committee requested countries to collect information on uses of active chlorine with a view of
submitting these data in response to the eventual call of data that would be circulated by FAO/WHO, once
the expert consultation is scheduled.

108. The Committee concluded the discussion by agreeing to forward the revised terms of reference and
background information contained in document CX/FAC 05/37/16 and CX/FAC 05/37/16-Add.1, to the 28™
Session of the Commission for transmission to FAO and WHO (see Appendix XV), along with the terms of
reference prepared by the CCFH.

SPECIFICATIONS FOR THE IDENTITY AND PURITY OF FOOD ADDITIVES (Agenda Item 13)*
REPORT OF THE AD HOC WORKING GROUP ON SPECIFICATIONS

109. The 36™ Session of the CCFAC had decided to reconvene the ad hoc Working Group on Specifications
prior to its current session under the Chairmanship of the United States.

110. The ad hoc Working Group met on 23 April 2005. It was chaired by Dr Paul Kuznesof (United States).
Ms H.C. Wallin (Finland) acted as Rapporteur and Ms I. Meyland (Denmark) acted as Category Monitor.
The ad hoc Working Group considered the monographs for Specification for the Identity and Purity of Food
Additives and Flavouring Agents established at the 63™ Meeting of JECFA and published in Food and
Nutrition Paper 52 Addendum 12 (FNS 52-Add.12), along with comments received on this document. The
Committee was informed that, at its 63" meeting, JECFA had completed its review and updating of all
specifications for arsenic and heavy metals that had not been reviewed during previous meetings.

111. The ad hoc Working Group assigned the monographs to categories to facilitate the work of the full
Committee in deciding on the endorsement of the specifications. In addition, it also considered comments of
the 63™ JECFA on “Principles governing the establishment and revision of specification”.

Status of the ad hoc Working Group on Specifications

112. The Committee decided to reconvene the ad hoc Working Group on Specifications prior to its next
session under the Chairmanship of the United States.

SPECIFICATIONS FOR THE IDENTITY AND PURITY OF FOOD ADDITIVES ARISING FROM THE 63%° JECFA
MEETING
113. The Committee agreed with the following recommendations of the ad hoc Working Group.

(a) to endorse and forward the specifications of 12 Category I additives and 192 Category I
flavouring agents to the Commission for adoption as Codex Advisory Specifications;

(b) to assign the specifications of 3 additives with editorial changes to Category Il and to endorse
and forward them to the Commission for adoption as Codex Advisory Specifications;

(c) torefer back to JECFA the specifications of 2 additives in Category III for further revision;

(d) to endorse and forward the updated limits for arsenic, lead and the other heavy metals and
deletions of the Heavy Metals (as lead) limits for 71 additives to the Commission for adoption
as revisions to existing Codex Advisory Specifications.

2 CX/FAC 05/37/17; CX/FAC 05/37/17-Add. 1 (Comments by United States). CRD 5 (Report of the ad hoc
Working Group on Specifications).
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Status of the Specification for the Identity and Purity of Food Additives arising from the 63" JECFA
Meeting
114. The Committee agreed to forward Specifications for the Identity and Purity of Food Additives arising

from the 63™ JECFA meeting in Categories I and II to the 28" Session of the Commission for adoption at
Step 5/8 (with recommendation to omit Step 6 and 7) as Codex Advisory Specifications (see Appendix XVI).

ENDORSEMENT AND/OR REVISION OF MAXIMUM LEVELS FOR CONTAMINANTS IN
CODEX STANDARDS (Agenda Item 14)®

115. In accordance with the section concerning Relations between Commodity Committees and General
Committees of the Codex Alimentarius Commission Procedural Manual, all provisions in respect to
contaminants contained in Codex commodity standards should be referred to the Codex Committee on
Additives and Contaminants for endorsement.

116. The Committee noted that no maximum levels for contaminants had been submitted for endorsement
since its 35™ Session and, therefore, no action was required.

CONSIDERATION OF THE CODEX GENERAL STANDARD FOR CONTAMINANTS AND
TOXINS IN FOODS (Agenda Item 15)

REPORT OF THE AD HOC WORKING GROUP ON CONTAMINANTS AND TOXINS IN FOODS (Agenda Item
15a)*

117. The 36™ Session of the CCFAC agreed to reconvene the ad hoc Working Group on Contaminants and
Toxins in Foods prior to its 37" Session under the Chairmanship of the European Community. **

118. The ad hoc Working Group, chaired by Mr Frans Verstraete, met on 24 April 2005. Dr Paul Brent
(Australia), Dr Rob Theelen (the Netherlands) and Dr Maria Cecilia Toledo (Brazil) acted as Rapporteur. The
Chairperson of the ad hoc Working Group briefly summarized the discussions and recommendations of the
Working Group meeting, held on 24 April 2005. In addition to recommendations related to specific agenda
items, the Committee discussed the following matters.

List of Maximum Levels and Guideline Levels contained in Commodities Standards to be deleted

119. The Committee agreed with the recommendation of the ad hoc Working Group to request the 28"
Session of the Commission to delete the maximum levels for lead in specific commodity Codex Standards
for fruit juices and nectars and for processed meat products (see Appendix XVII) and to amend Schedule I
accordingly. While making this request, the Committee noted that all specific commodity Codex Standards
for fruits juices and nectars would be revoked when the draft Codex General Standard for Fruit Juices and
Nectars was adopted by the Codex Alimentarius Commission.

3 ALINORM 05/36/18 (not issued).
4 CRD 6.
» ALINORM 04/27/12, para. 114.
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Concentration Effects (request for CCPFV)

120. The Committee considered the recommendation of the ad hoc Working Group in reply to the request
of the 22" Session of the Codex Committee on Processed Fruits and Vegetables (CCPFV) regarding the
concentration factor for contaminants in Codex standards for processed fruits and vegetables®. The
Committee noted that processed products could result from the combination of several products and that the
application of good manufacturing practices should be also considered in order to reduce contamination. It
noted that a concentration factor had been considered in the Maximum Level for Lead in Milk (CODEX
STAN 230-2001, Rev. 1-2003) to which a footnote was added to state that “a concentration factor applies for
partially or wholly dehydrated milk”. It was also noted that the CCFAC did not have sufficient resources to
determine the concentration factors for all contaminants-processed products combinations and that it was
preferable to have a general provision that applies to processed products, while not preventing CCFAC to
establish a specific value for a processed product when necessary. It was also indicated that Annex I of the
GSCTF provided general guidance regarding maximum levels of contaminants and toxins in processed
products.

121. Therefore, the Committee agreed with the recommendation of the ad hoc Working Group to confirm to
the CCPFV that the maximum levels apply to raw products and that, in the absence of a specific level for
processed products, a processing (concentration/dilution) factor should be applied to processed products
taking into account the specific properties of the contaminant.

Status of the ad hoc Working Group on Contaminants and Toxins in Foods

122. The Committee agreed to reconvene the ad hoc Working Group on Contaminants and Toxins in Foods
prior to its 38™ Session under the Chairmanship of the European Community.

SCHEDULE | OF THE GENERAL STANDARD FOR CONTAMINANTS AND TOXINS IN FOODS (Agenda ltem
15b)%

123. The 36" Session of the CCFAC agreed to include Schedule I in the format presented in working
document CX/FAC 04/36/16. It was noted that some editorial amendments needed to be made before its
inclusion in the GSCTF and the Committee agreed to entrust this work to the Codex and JECFA Secretariats,
the latter to correct the references to toxicological intake. The Committee agreed that the information
encompassing contaminants and toxins for which maximum levels had been developed or were being
developed in Codex, should be part of a working document to be updated yearly and presented at each
session of the Committee for information and in support of discussions on the GSCTF.*®

124. The Committee endorsed the recommendations of the ad hoc Working Group on Contaminants and
Toxins:

o to append Schedule I to the GSCTF with the approved modifications regarding the
correspondence between commodity codes and descriptions regarding and the deletion of all
references to commodity standards;

. to request the 28" Session of the Commission to revoke the existing individual Codex standards
for Maximum/Guideline Levels for contaminants and toxins (see Appendix XVIII);

o to append Schedule II to the GSCTF as an empty annex awaiting the finalization of the food
categorization system; and,

. to integrate the Annotated List of Contaminants and Toxins in Foods (Part 1 and Part 2) into a
separate document “Working document for information and use in discussions on the GSCTF”.

36 CX/FAC 05/37/2, para. 43.
37 CX/FAC 05/37/19.
38 ALINORM 04/27/12, paras 117 and 119.
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125. The Delegations of Japan and the Netherlands agreed to revise the document, using a suitable
database, for presentation at the next session of the Committee.

PROPOSED DRAFT REVISION OF THE CODEX GENERAL STANDARD FOR CONTAMINANTS AND TOXINS IN
Foops (Agenda Item 15¢)*

126. The Committee was informed that the 27™ Session of the Commission approved the revision of the
General Standard for Contaminants and Toxins in Foods to include those relevant paragraphs in the CCFAC
Policy for Exposure Assessment of Contaminants and Toxins in Foods or Food Group as new work for the
Committee (N09-2004)." The 36™ Session of the Committee further agreed to entrust this work to a
Working Group led by Japan for circulation, comments, and consideration at its next session.*'

127. The Committee endorsed the recommendation of the ad hoc Working Group on Contaminants and
Toxins to integrate the proposed modification in the Preamble of the GSCTF.

Status of the Proposed Draft Revision of the Preamble of the Codex General Standard for
Contaminants and Toxins in Foods

128. The Committee agreed to forward the proposed draft revision to the 28" Session of the Commission
for adoption at Step 5/8 (with recommendation to omit Steps 6 and 7) (see Appendix XIX).

MYCOTOXINS IN FOOD AND FEED (Agenda Item 16)

DRAFT CODE OF PRACTICE FOR THE PREVENTION AND REDUCTION OF AFLATOXIN
CONTAMINATION IN TREE NUTS (Agenda Item 16a)*

129. The 27™ Session of the Codex Alimentarius Commission adopted the proposed draft Code of Practice
for the Prevention and Reduction of Aflatoxin Contamination in Tree Nuts at Step 5 and advanced it to Step
6 as proposed by the 36™ Session of the CCFAC. **

130. The Committee agreed with the amendments to the draft Code proposed by the ad hoc Working Group
on Contaminants and Toxins, which took into account the comments submitted at Step 6.

131. The Committee decided to elaborate an Appendix to the draft Code of Practice to cover the specific
aspect of Brazil Nuts and, for this purpose, to submit a project document for new work to the 28" Session of
the Commission (see Appendix XX) . It further agreed that, subject to the approval of the Commission, an
electronic Working Group, led by Brazil**, would prepare a proposed draft Appendix for circulation,
comments at Step 3 and consideration at its next session.

Status of the draft Code of Practice for the Prevention and Reduction of Aflatoxin Contamination in
Tree Nuts

132. The Committee agreed to forward the draft Code of Practice to the 28" Session of the Commission for
adoption at Step 8 (see Appendix XXI).

9 CX/FAC 05/37/20; CX/FAC 05/37/20-Add.1 (Comments at Step 3 submitted by Brazil and Cuba); CRD 27
(Comments by India).

0 ALINORM 04/27/41, para. 88 and Appendix VI.

4 ALINORM 04/27/12, para. 126.

42 ALINORM 04/27/12, Appendix XX; CX/FAC 05/37/21 (Comments submitted in response to CL 2004/27-FAC
by Brazil and Venezuela); CRD 13 (Comments by European Community).

“ ALINORM 04/27/41, para. 69 and Appendix IV.

44 With the assistance of China, United States, FAO and INC.
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PROPOSED DRAFT MAXIMUM LEVELS FOR AFLATOXINS IN UNPROCESSED AND PROCESSED ALMONDS,
HAZELNUTS AND PISTACHIOS (Agenda Item 16b)*

133. The 36™ Session of the CCFAC agreed to set up a proposed draft maximum level of 15 pg/kg (total
aflatoxins) for unprocessed and processed almonds, hazelnuts, and pistachios, and to circulate it for
comments at Step 3 and consideration at its next session.*®

134. The Committee had a discussion as to whether maximum levels should be established for processed
and unprocessed tree nuts (almonds, hazelnuts and pistachios) individually or in combination.

135. In light of the conclusion of the JECFA evaluation*’ that it was unlikely that significant differences in
health risks in a normal population would derive from maximum levels between 10 and 20 pg/kg for total
aflatoxins in groundnuts, maize and their products, many delegations supported the establishment of a
maximum level of 15 pg/kg for total aflatoxins in both processed and unprocessed almonds, hazelnuts and
pistachios. It was pointed out that the same maximum level of 15 pg/kg was established for aflatoxins in
peanuts intended for further processing (CAC/STAN 232-2001) and that the level of 15 pg/kg in both
processed and unprocessed almonds, hazelnuts and pistachios was sufficient to protect human health as
almonds, hazelnuts, and pistachios were consumed at lower levels than peanuts.

136. Some delegations supported the establishment of a maximum level for aflatoxin B1 only, since
aflatoxin B1 was the most toxic aflatoxin and it was easier to analyze than total aflatoxins. However, several
delegations opposed to this proposal due to the wide variation observed in the ratio between aflatoxin B1 and
total aflatoxins, caused by several factors (crop year, variety, weather).

137. The delegation of the European Community pointed out that maximum levels for aflatoxins should be
set by following the ALARA Principle and opposed to the establishment of the same level for both processed
and unprocessed tree nuts (almonds, hazelnuts and pistachios), since processing would significantly reduce
the level. The delegation also expressed the view that the draft Codex Code of Practice for the Prevention
and Reduction of Aflatoxin in Tree Nuts, once adopted and put into practice, would contribute to reducing the
aflatoxin levels and would make it possible to accept lower maximum levels. In this regard, different views
were expressed as to the effects of sorting process in reducing the level of aflatoxin in tree nuts. It was noted
that following good practices at the production, storage and processing stages might not reduce sufficiently
the contamination level to meet a lower maximum level.

138. The delegations of Iran and India proposed to set a maximum level of 15 pg/kg for both processed and
unprocessed tree nuts (almonds, hazelnuts and pistachios) in view of both food safety and fair trade aspects.

139. The Committee considered the proposal from the delegation of Iran to request JECFA to conduct an
exposure assessment for tree nuts (almonds, hazelnuts and pistachios) given the low per capita consumption.
However, the JECFA Secretariat pointed out that JECFA at its 49" meeting has already carried out a
complete quantitative risk assessment, which did not show an increased cancer risk when considering levels
of 10 pg/kg and 20 pg/kg aflatoxin B1..

140. As a result of the extensive discussion, the Committee recognized that it could only make progress
with the a maximum level of 15 ug/kg (total aflatoxins) for unprocessed tree nuts (almond, hazelnuts and
pistachios). The Committee also decided to postpone the discussion on maximum level for processed tree
nuts (almond, hazelnuts and pistachios) to the next session and established an electronic Working Group, led
by the European Community and Iran*, to prepare a discussion paper with a proposal for a maximum level
for aflatoxins in processed almonds, hazelnuts and pistachios, with appropriate justification, for circulation,
comments and consideration at its next session.. The delegation of Iran expressed its strong reservation to the
decision to consider two separate maximum levels for processed and unprocessed tree nuts (almonds,
hazelnuts and pistachios) progressing separately in the Step procedure.

“ ALINORM 04/27/12, Appendix XXV; CX/FAC 05/37/22 (Comments at Step 3 submitted in response to CL
2004/9-FAC by Argentina, European Community, Japan and ITNC); CX/FAC 05/37/22-Add.1 (Comments by
Cuba, European Community, Iran and United States); CRD 25 (Comments from Paraguay), CRD 27 (Comments
by India); CRD 28 (Comments by Indonesia).

46 ALINORM 04/27/12, para. 155.

4 WHO Technical Report Series 884, 49" JECFA meeting, 1997.

4 With the assistance of Japan, Turkey, United Kingdom, United States and INC.
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Status of the proposed draft Maximum Levels for Aflatoxins in Unprocessed and Processed Almonds,
Hazelnuts and Pistachios

141. The Committee agreed to forward a maximum level of total aflatoxins in unprocessed almonds,
hazelnuts, and pistachios to the 28" Session of the Codex Alimentarius Commission for adoption at Step 5.
The Committee also decided to circulate for comments at Step 3 the proposed draft maximum level of total
aflatoxins in processed almonds, hazelnuts, and pistachios (see Appendix XXII).

PROPOSED DRAFT SAMPLING PLAN FOR AFLATOXIN CONTAMINATION IN ALMONDS, BRAZIL NUTS,
HAZELNUTS AND PISTACHIOS (Agenda Item 16¢)*

142. The Committee was informed that the 27" Session of the Codex Alimentarius Commission had
approved the elaboration of proposed draft Sampling Plans for Aflatoxin Contamination in Almonds, Brazil
Nuts, Hazelnuts and Pistachios as new work for the Committee (N07-2004).”

143. The Committee noted that the ad hoc Working Group on Contaminants and Toxins discussed the draft
sampling plan, which was developed using data for almonds. It noted that data for hazelnuts had been
submitted and that additional work on the sampling plan depended upon the determination of a maximum
level and additional information on aflatoxin distribution in pistachios and Brazil nuts (in-shell/shelled).

Status of the proposed draft Sampling Plan for Aflatoxin Contamination in Almonds, Brazil Nuts,
Hazelnuts and Pistachios (N0O7-2004)

144. The Committee returned to Step 2 the proposed draft Sampling Plan for Aflatoxin Contamination in
Almonds, Brazil nuts, Hazelnuts and Pistachios. It also agreed to request an electronic Working Group, led
by the United States’’, to revise the document on the basis of new information becoming available in future,
for circulation and comments at Step 3, and consideration at its next session.

DISCUSSION PAPER ON AFLATOXIN CONTAMINATION IN BRAZIL NUTS (Agenda Item 16d)>

145. The 36™ Session of the CCFAC had agreed that the Delegation of Iran would prepare a revised
Discussion Paper on Aflatoxin Contamination in Brazil Nuts, which should consider, in-shell/shelled
(peeled/unpeeled) Brazil Nuts. The revision, for circulation, comments and consideration at its current
session, should take into account the ALARA Principle with due consideration of the JECFA assessment.

146. The Chair of the ad hoc Working Group on Contaminants and Toxins reported to the Committee that
the discussion on this item which also considered the comments submitted. The Committee agreed with the
recommendation of the ad hoc Working Group to continue work on aflatoxin contamination in Brazil Nuts as
new comprehensive data had become available.

147. The Committee agreed to establish a new electronic Working Group, led by Brazil® to prepare a
revised Discussion Paper for consideration at its next session.

9 CX/FAC 05/37/23; CX/FAC 05/37/23-Add.1 (Comments at Step 3 submitted by Brazil); CRD 13 (Comments by
European Community).

30 ALINORM 04/27/41, para. 88 and Appendix VI.

31 With assistance of Argentina, Brazil, Iran, European Community, and INC

52 CX/FAC 05/37/24; CX/FAC 05/37/24-Add.1 (Comments submitted by Argentina, Bolivia, Brazil and Cuba);
CRD 13 (Comments by European Community); CRD 17 (Comments by Brazil).

53 With the assistance of Iran, United States and INC.
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DEOXYNIVALENOL (DON) CONTAMINATION IN CEREALS (INFORMATION SUBMITTED IN RESPONSE TO
CL 2004/9-FAC ) (Agenda Item 16e)>*

148. The 36™ Session of the CCFAC agreed to discontinue consideration of maximum levels for
deoxynivalenol for the time being. Instead, it agreed to request information on: the occurrence of DON in
cereals; the influence of processing, decontamination, sorting, in lowering DON levels; national levels or
guidelinse5 levels for DON; and sampling procedures and methods of analysis, for consideration by its next
session.

149. The Committee noted that many data on the occurrence of DON in cereals and processed cereal
products were already available or would soon be made available on a more global basis. The Committee
therefore decided to ask JECFA to conduct an exposure assessment based on the new data. In this regard, the
Committee reconfirmed the importance to take into account processed foods and the effects of processing on
the level of DON.

150. The Committee decided to establish an electronic Working Group™ led by the United States to develop
a discussion paper to provide comprehensive relevant data, including the occurrence of deoxynivalenol and
the effects of processing on the levels of DON, for consideration at its next session.

MYCOTOXIN CONTAMINATION IN SORGHUM — INFORMATION SUBMITTED IN RESPONSE TO CL 2004/9-
FAC (Agenda Item 16f)°’

151. The Committee noted that at its 36" Session it had agreed to request information on: source of
contamination; type of mycotoxin involved; analytical methods and sampling procedures; consumer
protection from the point of view of health; actual and potential problems in international trade; work already
undertaken by other international organizations; etc. for discussion at its next session. >*

152. The Committee noted that only Japan has submitted limited information in response to the request. It
also noted that the provisions of the Code of Practice for the Prevention and Reduction of Mycotoxin
Contamination in Cereals, including annexes on Ochratoxin A, Zearalenone, Fumonisin and Trichothecenes
(CAC/RCP 51-2003) were applicable to prevent mycotoxin contamination in sorghum.

153. The Committee agreed to discontinue this work as it could not identify a delegation willing to prepare
a discussion paper on this matter.

INDUSTRIAL AND ENVIRONMENTAL CONTAMINANTS IN FOODS (AGENDA ITEM 17)

DRAFT MAXIMUM LEVEL FOR LEAD IN FIsH (Agenda Item 17a)

154. The 36™ Session of the CCFAC agreed to retain the draft maximum level of 0.2 mg/kg for lead in fish
at Step 7 and to review the level at its next session in the light of the results of the assessment of the 53™
JECFA Meeting, the list of the main internationally traded fish to be elaborated by Denmark, and comments
received.®

> CX/FAC 05/37/25 (Information submitted in response to CL 2004/9-FAC by Argentina, European Community
and Japan); CX/FAC 05/37/25-Add.1 (Information submitted by Cuba, European Community, Japan and United
States); CRD 18 (Japan);CRD 25 (Paraguay); CRD 27 (India);CRD 28 (Indonesia).

= ALINORM 04/27/12, para. 158.

56 With assistance of Belgium, Canada, European Community, Finland, France, Germany, Japan, Republic of
Korea, Netherlands, United Kingdom and ICGMA.

> CX/FAC 05/37/26

58 ALINORM 04/27/12, para. 160.

% CX/FAC 05/37/27; CX/FAC 05/37/26-Add.1 (comments by Cuba, Egypt, Philippines);CRD 27 (Comments by
India);CRD 28 (Comments by Indonesia).

60 ALINORM 04/27/12, para. 165.
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155. The Committee considered the recommendation of the ad hoc Working Group on Contaminants and
Toxins that either a maximum level be set for a limited number of 5 to 10 species important to vulnerable
populations (children) or that a single maximum level be set for all fish. Many delegations supported a single
maximum level for all fish because of the difficulty in setting acceptable criteria to identify important species
due to regional variations in the level of contamination, differences in consumption patterns and possible
trade problems that might be caused by such a list. The delegation of Denmark, referring to working
document CX/FAC 05/37/27, proposed to develop a short list focusing on the species consumed by children.

156. The Committee recalled that this item had been discussed for many years and various approaches had
been attempted without making appreciable progress. In view of this, the Committee decided not to develop
a list of fish and to consider setting a maximum level for lead in a range between 0.2-0.5 mg/kg for all fish,
taking into account the results of the 531 JECFA, the WHO data on lead contamination in fish®', and other
relevant information such as those provided at the 36™ Session of CCFAC. For this purpose, the Committee
agreed to request an electronic Working Group, led by the Philippines®, to prepare a discussion paper that
compiles the information necessary to develop an appropriate maximum level for lead in fish for
consideration at its next session. The Representative of WHO Secretariat expressed the willingness to
cooperate with this process by providing data and asked members to submit data to WHO.

Status of the draft Maximum Level for Lead in Fish

157. The Committee agreed to retain the draft maximum level of 0.2 mg/kg for lead in fish at Step 7 (see
Appendix XXIII) and to decide the level at its next session based on the information contained in the
discussion paper.

PROPOSED DRAFT MAXIMUM LEVELS FOR TIN (Agenda Item 17b)%

158. In view of the next JECFA re-evaluation, the 36™ Session of the CCFAC decided to hold the current
levels of 250 mg/kg (canned foods other than beverages) and 200 mg/kg (canned beverages) at Step 4 and
reconsider these levels in the light of the 64" JECFA re-evaluation. **

159. The JECFA Secretariat informed the Committee that the 64™ JECFA meeting concluded that the data
available indicated that it was inappropriate to establish an ARfD for inorganic tin, since whether or not
irritation of the gastrointestinal tract occurs after ingestion of a food containing tin depends on the
concentration and nature of tin in the product, rather than on the dose ingested on a body-weight basis. The
64™ JECFA meeting reiterated the opinion, expressed at its 36" and 55" meetings, that the available data for
humans indicated that inorganic tin at concentrations of >150 mg/kg in canned beverages or 250 mg/kg in
canned foods might produce acute manifestations of gastric irritation in certain individuals. Therefore
ingestion of reasonably sized portions containing inorganic tin at concentrations equal to the proposed
standard for canned beverages (200 mg/kg) might lead to adverse reactions. No information was available as
to whether there were particular sub-populations sensitive for such adverse reactions. The Committee noted
that the draft full report of the 64™ JECFA meeting would soon be made available in electronic format.

160. The delegation of the European Community reiterated the comments made at the 36™ Session that tin
can cause gastric irritation in some individuals when present in beverages above 150 mg/kg and when
present in other canned foods from 250 mg/kg upwards and that levels must be set at levels which are lower
to those which can cause acute toxicity to protect the safety of consumers and, in particular, to protect those
individuals who might be sensitive to tin. The delegations of the European Community and Norway
proposed that maximum levels should be 200 mg/kg in “canned food other than beverages” and 100 mg/kg
in “canned beverages” and that these levels have been shown to be readily achievable.

61
62

www.who.int/foodsafety/chem/gems/en/

With assistance of Australia, Denmark, European Community, India, Japan, Republic of Korea, New Zealand,

South Africa, Spain, Thailand, United Kingdom, United States, WHO.

63 ALINORM 04/27/12, Appendix XXIV; CRD 13 (Comments by European Community); CRD 27 (Comments by
India); CRD 28 (Comments by Indonesia).

64 ALINORM 04/27/12, para. 171.
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161. Many delegations supported maximum levels of 250 mg/kg and 200 mg/kg in canned food (other than
beverages) and canned beverages, respectively, as these levels were in line with the objective of Codex to
protect consumer’s health and facilitate international trade. It was noted that higher maximum levels of tin
were necessary in countries with elevated temperature and humidity and high seasonal variation, as lower
maximum levels could result in reduction of product shelf life. The important functional effects of tin were
also pointed out.

162. In view of the results of the 64™ JECFA meeting, many delegations expressed support for levels of 250
mg/kg and 150 mg/kg. It was also noted that the Committee’s decision to establish maximum levels should
be in compliance with the “Risk Analysis Principles applied by the CCFAC”, finalised by the 36™ Session of
the CCFAC and endorsed by the 21% Session of the Codex Committee on General Principles (CCGP), which
require that CCFAC base its risk management recommendations to the Codex Alimentarius Commission on
JECFA’ s risk assessments, including safety assessments.

Status of the proposed draft Maximum Levels for Tin

163. The Committee agreed to circulate the proposed maximum levels for tin for comments at Step 3 and
further consideration at its next meeting (see Appendix XXIV). The delegation of the European Community
expressed reservation to the maximum level 250 mg/kg for canned food (other than beverages) and 150
mg/kg in canned beverages.

DRAFT CODE OF PRACTICE FOR THE PREVENTION AND REDUCTION OF TIN CONTAMINATION IN
CANNED FooDSs (Agenda Item 17¢)%

164. The 27™ Session of the Codex Alimentarius Commission adopted the proposed draft Code of Practice
for the Prevention and Reduction of Inorganic Tin Contamination in Canned Foods at Step 5 and advanced it
to Step 6, as proposed by the 36™ Session of the CCFAC. *

165. The Committee noted that the ad hoc Working Group on Contaminants and Toxins discussed the
proposed draft Code taking into consideration comments at Step 6 and made the following minor changes:

o replaced square brackets with normal brackets throughout the draft;
o replaced “depolarizes” with “depolarisers” in para. 20;
o changed “during the tinning” to “during the detinning” at the beginning of the 4" line of para. 20;

o changed the range of can cooling temperatures from 35 -38 degrees C to 35-40 degrees C in
relevant paragraphs throughout the text.

Status of the draft Code of Practice for the Prevention and Reduction of Tin Contamination in Canned
Foods

166. The Committee agreed to forward the draft Code of Practice to the 28" Session of the Commission for
final adoption at Step 8 (see Appendix XXV).

63 ALINORM 04/27/12, Appendix XXI; CX/FAC 05/37/28 (Comments at Step 6 submitted in response to CL
2004/27-FAC by Cuba, European Community and Venezuela).
66 ALINORM 04/27/41, para. 70 and Appendix IV.
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DRAFT AND PROPOSED DRAFT MAXIMUM LEVELS FOR CADMIUM (Agenda Item 17d)®

167. The 36™ Session of the CCFAC forwarded the proposed draft maximum levels for cadmium in
polished rice; wheat grain; potato; stem and root vegetables; leafy vegetables; and, other vegetables to the
Codex Alimentarius for preliminary adoption at Step 5. The proposed draft maximum level for molluscs
(including cephalopods) was returned to Step 3 for circulation, comments, and consideration at its next
session.”® The 27" Commission adopted the proposed draft maximum levels for Cadmium as proposed by the
36™ Session of the CCFAC at Step 5 and advanced them to Step 6, with the exception of the maximum levels
in polished rice, which was returned to Step 3 due to the concern that the maximum level proposed could
result in intakes exceeding the PTWI in certain populations.®

168. The JECFA Secretariat informed the Committee that the 64™ JECFA concluded that the effect of
different maximum levels on the overall intake of cadmium would be very small. At the proposed maximum
levels, the mean intake of cadmium would be reduced by approximately 1% of the PTWI. The imposition of
maximum level one level lower would result in potential reductions in intake of cadmium of no more than
6% (wheat grain, potatoes) of the PTWI. At the proposed maximum levels, no more than 9% of a commodity
would be violative (oysters). Maximum levels one level below those proposed would result in approximately
25% of molluscs, potatoes, and other vegetables being violative.

169. The JECFA Secretariat noted, that besides the mean values and impacts of different maximum levels
as reported in the summary report, JECFA also used probabilistic intake assessments based on Japanese data
for rice. This analysis also resulted in only marginal differences in intake considering levels of 0.2 and 0.4
mg/kg in rice at the 95™ and 97.5" percentile of rice consumption.

Draft Maximum Level for Cadmium in wheat grain; potato; stem and root vegetables; leafy vegetables;
and, other vegetables

170. The Committee also considered whether or not to discontinue work on maximum level for leafy
vegetables and other vegetables from the draft standard as the JECFA evaluation concluded that leafy
vegetables were not major dietary sources of cadmium intake. It was pointed out that a maximum level for
each of these commodities was necessary in view of possible contamination from the soil. It was also noted
that at its 36™ Session CCFAC had discontinued work on developing maximum levels for cadmium in a
number of other commodities which were no major contributors to cadmium intake. Therefore, the
Committee agreed to proceed with the establishment of maximum levels for these group f products.

171. In this regard, it was noted that the risk management decision of this Committee should be based on

the basic principles contained in the draft CCFAC Policy for Exposure Assessment of Contaminants and
Toxins in Food or Food Group’, which established clear criteria for selecting foods/food groups that
contribute significantly to total dietary exposure of a contaminant or toxin.

Proposed draft Maximum Level for Cadmium in molluscs

172. The Committee considered proposed draft maximum level for cadmium in molluscs including the
option to discontinue work on this commodity. The delegation of European Community opposed to this
proposal since the JECFA evaluation concluded that molluscs were contributors to cadmium intake and
proposed 1.0 mg/kg for Marine Bivalve Molluscs and for Cephalopods excluding viscera. Some countries
supported discontinuation of work on these commodities. Others opposed the proposed maximum levels
since the natural occurrence levels of cadmium in molluscs and cephalopods tend to exceed the proposed
draft level (1.0mg/kg) and proposed higher levels (2-3 mg/kg). After some discussion, the Committee agreed
to forward to Step 5 the maximum level of 1.0 mg/kg for Marine Bivalve Molluscs (excluding oysters,
scallops) and Cephalopods (without viscera). The delegations of Chile, Cuba, India, Thailand, Philippines
and Venezuela expressed reservations to this decision and recommended a maximum level of 2.0 mg for
cephalopods due to the contaminated environment.

67 ALINORM 04/27/12, Appendix XXIII; CX/FAC 05/37/29 (Comments submitted in response to CL 2004/9-FAC
and CL 2004/27-FAC by Australia, Canada, European Community, Japan and South Africa); CX/FAC 05/37/29-
Add.1 (Comments by Cuba, Egypt, European Community and Singapore); CRD 11 (Comments by JECFA
Secretariat); CRD 16 (Comments by Norway); CRD 27 (Comments by India); CRD 28 (Comments by
Indonesia).

68 ALINORM 04/27/12, para. 182.

6 ALINORM 04/27/41, para. 68 and Appendix V.

0 ALINORM 04/27/12, Appendix XIV.
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Proposed draft Maximum Level for Cadmium in polished rice

173. The Committee finally discussed proposed draft maximum level for polished rice. The delegation of
Japan proposed retention of the current level 0.4 mg/kg taking into account the outcome of 64" JECFA
evaluation. In addition, the dietary intake estimates, conducted by Japan, concluded that 0.4 mg/kg would
ensure the protection of consumer health. The delegation of the European Community proposed to revert to
the originally proposed level of 0.2 mg/kg in view of the impact of the proposed maximum level of 0.4
mg/kg on the dietary intake for high level consumers, in particular in regions where rice tend to contain
higher levels of cadmium on brand-loyal consumers. Some delegations noted that the exposure to a narrow
age group, such as children, was an incorrect comparison for the adverse effect on which JECFA based the
PTWI, as this adverse effect required very long term exposure.

174. Many delegations supported 0.4 mg/kg. Some of these countries had conducted their own intake
assessments and confirmed that this level would not result in adverse effects on consumer health. The
Committee decided to advance the proposed draft maximum level of 0.4 mg/kg for cadmium in polished rice
to the 28" Session of the Commission for adoption at Step 5. The delegations of the European Community,
Egypt, Norway and Singapore expressed reservations to this decision.

Status of the draft and proposed draft Maximum Levels for Cadmium

175. The Committee agreed to advance the draft maximum levels for cadmium in wheat grain; potato; stem
and root vegetables; leafy vegetables; and, other vegetable to the 28" Session of the Commission for
adoption at Step 8, the proposed draft maximum levels for cadmium in marine bivalve molluscs (excluding
oysters and scallops) and cephalopods (without viscera) and in polished rice to the Commission for adoption
at Step 5 (see Appendix XXVI).

PROPOSED DRAFT CODE OF PRACTICE FOR SOURCE DIRECTED MEASURES TO REDUCE DIOXIN AND
DIOXIN-LIKE PCB CONTAMINATION IN FOODS (Agenda Item 17e)"™

176. The 36™ Session of the CCFAC returned the proposed draft Code of Practice for Source Directed
Measures Dioxin and Dioxin-like PCB Contamination in Foods to Step 2 for revision by a Working Group
led by Germany for circulation, comments at Step 3, and further consideration at its next session. ’

177. The Committee noted that the ad hoc Working Group on Contaminants and Toxins had discussed the
revised proposed draft Code of Practice taking into consideration extensive comments and had recognized
that the further revision was still required before advancing it to Step 5.

178. The Committee agreed that the following points should be taken into account in the revision of the
document:

o to change the title to “Code of Practice for the Prevention and Reduction of Dioxin and Dioxin-
like PCB Contamination in Foods and Feeds”;

. to maintain the general structure of the current document;

J to remove significant references to the application of the POP Convention while maintaining the
information on sources and source directed measures;

° to remove, as much as possible, references to establishment of maximum/action levels;

o to ensure that all proposed measures are supported by evidence and to remove measures which

cannot be justified/underpinned by information;
o to include a glossary of terms;

o to refer to the Codex Code of Practice on Good Animal Feeding (CAC/RCP 54-2004) where
reference is made to good animal feeding practices;

J to address the need to monitor for dioxins while taking into account the expensive nature of the
analysis.

n CX/FAC 05/37/30; CX/FAC 05/37/30-Add.1 (Comments at Step 3 submitted by Australia, Brazil, Cuba, South
Africa, United States and CEFS); CRD 13 (Comments by European Community);CRD 27 (Comments by India).
2 ALINORM 04/27/12, para. 185.
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179. The Representative of WHO drew the attention of participants to a meeting, organized by UNEP
during the 1* week of May 2005, related to monitoring the Stockholm Convention. The meeting will discuss
Dioxin and Dioxin-like PCBs associated with human breast milk.

Status of the proposed draft Code of Practice for Source Directed Measures Dioxin and Dioxin-like
PCB Contamination in Foods

180. The Committee agreed to return the renamed proposed draft Code of Practice for the Prevention and
Reduction of Dioxin and Dioxin-like PCB Contamination in Foods and Feed to Step 2 for redrafting by an
electronic Working Group, led by Germany”, for circulation, comments at Step 3 and consideration at its
next session. The Committee requested member countries and organizations which have extensive comments
to join the electronic Working Group.

3-MCPD IN ACID-HVPs AND ACID HVP-CONTAINING PRODUCTS (Agenda Item 17f)

181. The 36™ Session of the CCFAC agreed to commence work on the establishment of a maximum level
for 3-MCPD in acid-HVPs and acid-HVP containing products subject to approval as new work by the Codex
Alimentarius Commission while requesting comments on proposals for maximum levels for chloropropanols
in these commodities. The Committee agreed that a Working Group under the direction of the United
Kingdom would prepare an updated Discussion Paper on Chloropropanols with proposals for maximum
levels for 3-MCPD in acid-HVPs and foods containing acid-HVP for circulation, comments, and
consideration at its next session. '*

182. The 27" Session of the Codex Alimentarius Commission approved the establishment of a maximum
level for 3-MCPD in acid-HVPs and acid-HVP containing products as new work for the Committee (NO8-
2004).7

Discussion Paper on Chloropropanols

183. The Committee endorsed the recommendation of the ad hoc Working Group on Contaminants and
Toxins to start new work on the elaboration of a Code of Practice. The Committee considered a project
document for this new work, as contained in CRD 33, and revised the title to read “Project Document on
New Work on a Code of Practice for the Reduction of Chloropropanols during the Production of acid-
Hydrolyzed Vegetable Proteins (HVPs) and products that contain acid-HVPs”. It agreed that this change
would be reflected throughout the document. The Committee agreed to forward the project document to the
28" Session of the Commission for approval as new work (see Appendix XXVII). It was further agreed that,
pending the approval of the Commission, an electronic Working Group led by the United Kingdom'® would
prepare a proposed draft Code for distribution, comments at Step 3 and further consideration at its next
session.

Proposals for Maximum Levels’’

184. The Committee noted the conclusions of the 57" JECFA on the evaluation of chloropropanol”. Soya
sauce and acid-HVP containing products were considered as the main contributors to intake. JECFA
concluded, as 3-MCPD is found infrequently in foods, a regulatory limit would be unlikely to have much
effect on the overall intake of non-consumers of soya sauce. However, because the distribution of residual 3-
MCPD in soya sauce is highly skewed and because it is likely that brand loyalty could result in regular
consumption of highly contaminated brands, a regulatory limit on the concentration of 3-MCPD in soya
sauce could markedly reduce the intake of this contaminant by consumers of this condiment.

7 With assistance of Australia, China, Japan, United Kingdom, United States, CEFS

I ALINORM 04/27/41, paras 193-194.

75 ALINORM 04/27/41, para. 88 and Appendix VI.

76 With the assistance of Australia, Canada, China, European Community, Japan, Republic of Korea, Thailand,
United States and HIPC.

7 CX/FAC 05/37/31 (Proposals for Maximum Levels submitted in response to CL 2004/9-FAC by European
Community, AIIBP/FAIBP and IHPC); CX/FAC 05/37/31-Add.1 (Proposals submitted by Cuba and CIIA); CRD
18 (Comments by Japan);CRD 21 (Comments by Malaysia); CRD 30 (Comments by IHPC).

7 WHO Technical Report Series, 909, 57" JECFA, 2001
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185. JECFA reviewed several intake estimates that were made based on national data, mainly focusing on
consumers of soya sauce and savoury foods. Based on United States national intake estimates, the impact on
intake of elimination of products with high 3-MCPD levels was estimated. Based on a limited study, the
elimination of soya sauce with levels higher than 100 mg/kg, or higher than 50 mg/kg, or higher than 1
mg/kg, resulted in significant decrease of mean 3-MCPD intake.

186. The Committee noted that a wide range of proposals for maximum levels (from 0.02 to 1.0 mg/kg) had
been submitted in response to CL 2004/9-FAC by various delegations. In this regard, it was noted that the
applicability of different maximum levels varied according to the products covered and the production
techniques used for their production. Some products might only contain small amounts of 3-MCPD, while
others might contain relatively high levels. Naturally fermented soya sauce usually did not contain detectable
levels of 3-MCPD.

187. It was pointed out that levels of 3-MCPD had been reported by various countries in other products,
such as cereals and that an exposure assessment considering all products would be required.

188. The Committee considered setting a maximum level for 3-MCPD for consideration at Step 3. After a
lengthy discussion of various maximum levels, in the attempt to reach a compromise, the Committee agreed
to use as a starting point a maximum level of 0.4 mg/kg for 3-MCPD in liquid condiments containing acid
HVP (excluding naturally fermented soya sauce).

189. Due to the need to better define the products for which maximum levels should be set, the Committee
agreed that an electronic Working Group led by United Kingdom " would prepare a discussion paper that
will define the different acid HVP containing products and collect information on other products that contain
3-MCPDs. The Committee also agreed to request JECFA to conduct an exposure assessment for
chloropropanols from all sources (see Agenda Item 18).

Status of the proposed draft Maximum Levels for 3-MCPD in acid-HVPs and acid-HVP containing
products
190. The Committee agreed to circulate the proposed draft maximum level for 3-MCPD in liquid

condiments containing acid-HVP (excluding naturally fermented soya sauce) for comments at Step 3 and
further consideration at its next session (see Appendix XXVIII).

DISCUSSION PAPER ON ACRYLAMIDE (Agenda Item 17g)®

191. The Committee recalled that at its 36™ Session, it was agreed to revise the Discussion Paper on
Acrylamide taking into account the comments submitted, for circulation, comments, and further
consideration at the present session. *'

192. The JECFA Secretariat informed the Committee that acrylamide was formed in certain foods during
heat processing (generally above 120°C). The 64™ JECFA Meeting evaluated acrylamide for neurotoxicity,
reproductive and developmental effects, genotoxicity, as well as carcinogenicity, and considered that the
pivotal effects of acrylamide for the present risk assessment were its genotoxicity and carcinogenicity.
JECFA considered that “Margin of Exposure” (MOE) values of 300 for the general population and 75 for
consumers of high amounts of foods containing high acrylamide levels were low and that they may indicate a
human health concern. Therefore, appropriate efforts to reduce acrylamide concentrations in foodstuffs
should continue.

193. The Committee agreed with the recommendation at the ad hoc Working Group on Contaminants and
Toxins that the Discussion Paper should be revised taking into account the following:

o the 64™ JECFA evaluation of acrylamide;

. national mitigation strategies;

7 With the assistance of Australia, Canada, China, European Community, Germany, Japan, Philippines, Republic

of Korea, Thailand, United States and IHPC.

80 CX/FAC 05/37/33; CX/FAC 05/37/33-Add.1 (Comments by Cuba, European Community and Japan). CRD 8
(Comments by Indonesia); CRD 32 (Comments to CCFAC on specific question regarding Acrylamide - Extract
from 64™ JECFA draft report); CRD 36 (Comments by Republic of Korea).

8l ALINORM 04/27/12, paras 197-198.
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° role of food processors, food catering services, and consumers;

194. The Discussion Paper should also include an outline of a Code of Practice and a project document for
starting new work on the elaboration of the Code of Practice for possible future submission to the
Commission.

195. The Representative of WHO informed the Committee that relevant data and information on studies,
surveys and analytical methods for Acrylamide were available on the FAO/WHO Acrylamide Infonet™.

196. The Committee agreed to establish a Working Group, led by the United Kingdom and the United
States®, to revise the Discussion Paper, taking into consideration the above discussion, for circulation,
comments and consideration at its next session.

DISCUSSION PAPER ON POLYCYCLIC AROMATIC HYDROCARBONS (PAH) CONTAMINATION (Agenda
item 17h)*

197. The Committee recalled that at its last session it had agreed that a Working Group led by Denmark
would prepare a discussion paper to set out the issues concerning Polycyclic Aromatic Hydrocarbons in
foods, for circulation, comments, and consideration at this Session. *

198. The JECFA Secretariat informed the Committee that the 64" JECFA meeting, based on the derived
MOE:s of 25,000 and 10,000 for mean and high intakes, respectively, concluded that the estimated intakes of
polycyclic aromatic hydrocarbons (PAH) were of low concern for human health. Nevertheless, due to the
genotoxicity potential of many PAHs, efforts should be made to reduce contamination of foods with PAHs
during drying and smoking processes (measures to reduce intake of PAHs could include avoiding contact of
foods with flames, and cooking with the heat source above rather than below the food.).

199. The Committee endorsed the recommendation of the ad hoc Working Group on Contaminants and
Toxins and recommended that the Discussion Paper be revised with particular attention to the 64™ JECFA
evaluation. The Discussion Paper should also include an outline of a Code of Practice, mainly focusing on
general advice addressing practices that may lead to high levels of PAH in foods and should include a project
document for starting new work on the elaboration of the Code of Practice for possible submission to the
Commission.

200. The Committee agreed to establish a Working Group led by Denmark™ to revise the Discussion Paper
for circulation, comments and consideration at its next session.

DISCUSSION PAPER ON THE GUIDELINES LEVELS FOR METHYLMERCURY IN FISH (Agenda item 17i)%

201. The 36™ Session of the CCFAC noted the request of the 53™ Session of the Executive Committee™ to
consider whether the current Guideline Level for Methylmercury in Fish needed to be revised in the light of
the recent risk assessment performed by JECFA and/or if any other risk management options, including
formulation of specific dietary advice, would be appropriate. The Committee established a Working Group,
led by the European Community, to prepare a discussion paper on the possible need to revise the Guideline
Level for Methylmercury in Fish, including an examination of other possible management options for
circulation, comments, and consideration at its 37" Session. ¥

82
83

http://acrylamide-food.org

With assistance of Australia, Canada, European Community, Germany, Italy, Japan, Korea, Norway, Sweden,

Switzerland, IFT, INC, CIAA, WHO.

8 CX/FAC 05/37/34; CX/FAC 05/37/34-Add.1 (Comments by Cuba, Japan, Spain, United States and Venezuela);
CX/FAC 05/37/33-Add.2 (Comments by European Community); CRD 27 (Comments by Indonesia

8 ALINORM 04/27/12, para. 217.

86 With assistance of European Community, Finland, Iceland, India, Japan, Korea, United Kingdom, United States,
IADSA

87 CX/FAC 05/37/35; CX/FAC 05/37/35-Add.1 (Comments submitted by Australia, Brazil, Chile, Cuba, European
Community, Japan, New Zealand and Consumers International); CRD 18 (Comments by Japan); CRD 20
(Comments by South Africa); CRD 28 (Comments by Indonesia).

¥ ALINORM 04/27/12, para. 218.
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202. The Committee endorsed the recommendations of the ad hoc Working Group on Contaminants and
Toxins to reply to the Codex Committee on Fish and Fisheries Products (CCFFP) that the revision of the
Guideline Levels requires more comprehensive consideration by CCFAC in order to take into account all
factors related to the consumption of fish, in particular, risks and benefits and that, in the meantime, the
existing Guideline Levels for Methylmercury in Fish (CAC/GL 7-1991) can be retained with the
understanding that enforcement can be performed by determination of total mercury as a screening method
(for facilitating control/monitoring). Methylmercury needs only to be determined for verification purposes.

203. The Committee also endorsed the recommendation of the ad hoc Working Group to revise the
Discussion Paper to consider: method of analysis of methylmercury; elaboration of the Terms of Reference
for an Expert Consultation on risks and benefits of fish consumption; and elaboration of a possible request to
JECFA. The Committee agreed to establish a Working Group, led by European Community™, to revise the
Discussion Paper for circulation, comments and consideration at its next session.

204. With regard to a possible request to JECFA, the JECFA Secretariat clarified that JECFA usually sets
only one health-based guidance value, such as a TDI or PTWI, for the whole population that is protective for
the most sensitive part of the population. However, for developmental endpoints in particular, this may be
overly conservative for parts of the population, and JECFA may consider in specific cases to set separate
values for different parts of the population. The JECFA Secretariat will take up the request for further
clarification on the new PTWI for methyl mercury in this context (see Agenda Item 18).

205. The Chairperson of CCFAC agreed to organise a workshop close to the dates of the 38™ Session of
CCFAC to exchange views on risk communication strategies and agreed that European Community would
elaborate a programme for the workshop in collaboration with the United States and with the assistance of
FAO and WHO.

DRAFT REVISED GUIDELINE LEVELS FOR RADIONUCLIDES IN FOODS FOR USE IN INTERNATIONAL
TRADE (Agenda Item 17j)*

206. The Committee noted that the 27" Session of the Codex Alimentarius Commission adopted®” the
proposed draft revised Guideline Levels for Radionuclides for Use in International Trade at Step 5 and
advanced them to Step 6 on the basis of a text proposed by the 36" Session of the CCFAC **.

207. The representatives of the IAEA, speaking also on behalf of FAO and WHO, recalled that the
Guidelines were primarily being revised to expand the list of radionuclides in order to provide additional
public health protection and to extend the application of the guideline levels to more than one year following
a nuclear accident or radiological event. It was noted that the revised guideline levels were based on Generic
Action Levels for Foodstuffs that were adopted by the international community in 1996 as part of the
International Basic Safety Standards for Protection Against lonizing Radiation and for the Safety of
Radiation Sources. It was emphasized that the Chernobyl accident clearly highlighted the critical importance
of maintaining guideline levels and controls in place over an expanded period of time.

208. In response to the written comments submitted, the [AEA representatives noted that controlling bodies
should be in a position to monitor the radioactive contamination of foods and to make decisions on their
suitability for international trade regardless of the source of contamination. In this regard, it was stated that,
in many cases, it was technically impossible and also highly unlikely that monitoring bodies could
differentiate between radionuclide contamination resulting from routine nuclear industry operations and that
arising from a nuclear emergency. However, the IAEA agreed with the opinion of the European Community
that the control of radionuclides in foods should only be applied in the case of nuclear accidents or
radiological/malevolent events, i.e., not to routine nuclear facility operations.

%0 With assistance of Australia, Cuba, Canada, Italy, India, Japan, Korea, New Zealand, South Africa, Spain,

Sweden, Thailand, United Kingdom, United States, CI and WHO

o ALINORM 04/27/12, App. XXII; CX/FAC 05/36/36 (Comments at Step 6 submitted in response to CL 2004/27-
FAC by the European Community, the IAEA and Venezuela); CRD 27 (comments by India).

o2 ALINORM 04/27/41, para. 71 and App. IV.

9 ALINORM 04/27/12, para. 204.
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209. In regard to setting different guideline levels for certain radionuclides to foods for general
consumption and foods for infants, the Representative of the IAEA agreed with the opinion of the European
Community that infants generally needed a higher level of protection than the general public. However, the
difficulties of restricting the consumption of foods by a particular population group were highlighted, in that
imported foods might subsequently be consumed directly by the general population or processed into other
foods for consumption by infants. In any case, it was noted that the Guideline Levels for most of the
radionuclides were based on dose assessments for infants.

210. The delegation of the United States noted that the draft guideline levels were compatible with recently
published United States policy. The guideline levels were sufficiently protective for adults and children and
supported their advancement in the Step procedure.

211. The representative of the European Community noted their comments in document CX/FAC 05/37/36,
including their opinion that there was no scientific justification for abandoning the infant food category. It
was also reconfirmed that they were of the strong opinion that there was no need for guideline levels for
radionuclides on a permanent basis, especially in consideration of the fact that the widespread contamination
of foodstuffs would only be in the case of a nuclear accident or malevolent contamination. In this regard, it
was noted that in normal situations radioactivity levels in foods are subject to national regulatory control to
ensure compliance with dose limits laid down in international safety standards and that the parameters in the
proposed Codex levels for the fraction of the overall diet that is contaminated does not apply to normal
situations. The European Community was therefore of the opinion that the scope of the guideline levels
should clearly exclude normal situations.

212. The delegations of Belgium, France, Germany and the United Kingdom expressed support for the
intervention made by the Delegation of the European Community. In particular, the delegation of Germany
highlighted the enhanced sensitivity of children to radiation and noted that Chernobyl related statistics in
Germany showed up to one-hundred percent contamination of foodstuffs. The delegation of Belgium
confirmed that assumptions related to intake were not always conservative. The delegation of France noted
that the current draft guideline levels were interpreted by French non-governmental organizations as
permission to contaminate foods with radionuclides. The delegation of the United Kingdom noted that the
CCFAC was primarily requested to extend the current Codex standard to situations beyond the first year
without significant changes to the Scope section.

213. In response to comments made by Venezuela concerning different guideline levels for domestic and
imported foods, the representatives of the IAEA noted that the text already allowed for the adoption of
different national values for internal use where the assumptions concerning food distribution might not apply,
e.g., in the case of wide-spread radioactive contamination. It was also suggested that the concerns of
Venezuela regarding the exclusion of naturally occurring radionuclides were already addressed in the
Radionuclides section of the document. The representative of the IAEA also clarified that the concerns
expressed by the delegations of Singapore and Malaysia at the 27" Session of the Codex Alimentarius
Commission were addressed under document 05/37/36.

214. It was understood that the resolution of these issues would allow consideration for advancement of the
text to Step 5/8 at the next session.

Status of the Draft Revised Guideline Levels for Radionuclides in Foods for Use in International Trade

215. The Committee returned the draft revised Guideline Levels for Radionuclides in Foods for Use in
International Trade to Step 2 for revision by a Working Group led by the European Community and IAEA”*
for circulation, comments at Step 3 and consideration at its next session. It was further agreed that the
Working Group would consider the current draft text in its entirety, with a particular emphasis on:

. Revisions to the Scope of the guidelines to clarify that the guideline levels only apply in
situations related to nuclear accidents or radiological events and do not apply to routine
monitoring purposes;

o The separation of guideline levels specific to general and infant food categories.

o With the assistance of Belgium, Egypt, Finland, France, Germany, Switzerland, the United Kingdom and the

United States.
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PRIORITY LIST OF FOOD ADDITIVES, CONTAMINANTS AND NATURALLY OCCURING
TOXICANTS PROPOSED FOR EVALUATION BY JECFA (Agenda Item 18)®

216. The 36™ Session of the CCFAC agreed to request comments for additions or amendments to its
Priority List for consideration at the current session.”® Mr J. Dornseiffen (the Netherlands) introduced the
report of the Working Group on JECFA Priorities. He informed the Committee about the changes to the
agenda of the forthcoming 65" JECFA meeting in which most of the food additives were from the priority
list prepared by the 36™ Session of CCFAC.

REPORT OF THE WORKING GROUP ON THE JECFA PRIORITY LIST

217. The Working Group proposed that the following compounds, that were nominated previously, would
remain in the priority list: aluminium from all sources and annatto extracts. The Working Group
recommended:

. to withdraw stearyl tartrate from the priority list due to lack of information on the actual request
and on data availability;

. to add to the priority list: approximately 285 flavouring agents, acidified sodium chlorite
solutions, carrageenan, cyclotetraose, isoamylase from Pseudomonas amyloderamosa,
lycopene from Blakeslea trispora, lycopene (synthetic), pimaricin, processed Euchema
seaweed (PES), propyl paraben, sodium Iron (III) EDTA trihydrate and, for revision of
specifications, titanium dioxide and zeaxanthin (synthetic). The Committee noted the need to
clarification on whether cyclotetraose be a sugar and thereof be removed from the priority list;

. to maintain in the priority list the following compounds, previously nominated:
chloropropanols (formation and co-occurrence of 3-MCPD and 1,3-DCP), ergot alkaloids,
ochratoxin A, patulin, phenyl hydrazines, and proposed the addition of methyl mercury. The
Working Group noted that the consideration of a request for aflatoxin intake assessment would
depend on the outcome of the discussion under Agenda Item 16 b.

218. The Chairman of the Working Group informed the Committee that arsenic, which was tentatively
scheduled for the 64™ JECFA, had been taken out of the agenda due to the already complex agenda and in
light of limited resources. There were currently no plans to re-schedule arsenic and it had not been requested
by the Committee.

219. The Committee noted that the Working Group had prioritized the list according to the following
prioritization criteria: “first priority” to request coming from Codex Committees and from JECFA; “second
priority” to requests supported by several countries; and, “third priority” to compounds requested by
individual countries.

220. The Committee noted the following requests for prioritization:

. flavours and acidified sodium chlorite (delegation of United States). The acidified sodium
chlorite was also supported by the delegation of Australia;

o lycopene (delegations of Switzerland and Spain);

221. The Committee noted that the delegation of the European Community were not in favour of new uses
of pimaricin, but did not oppose to the exposure assessment by JECFA.

222. The Committee in view of the extensive priority list agreed to add to the first priority only pimaricin,
since it was a request from another Codex Committee (CCMMP) and flavouring agents, due to their ongoing
evaluations by JECFA. It was understood that consideration might be given to other substances when the
agenda of the 2006 meeting of JECFA would be finalised.

% CX/FAC 05/37/37 (Comments submitted in response to CL 2004/9-FAC by Japan and ISA); CX/FAC 05/37/37-
Add. 1 (Comments by Japan); CX/FAC 05/37/37-Add. 2 (Comments by Cuba, European Community and
Spain); CRD 7 (Report of the Working Group on the priority List); CRD 21 (Comments by Malaysia); CRD 26
(Comments by Switzerland).

% ALINORM 04/27/41, para. 211.
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223. The Committee agreed to the recommended additions and amendments to CCFAC’s Priority List of
Food Additives, Contaminants and Naturally Occurring Toxicants Proposed for the Evaluation by JECFA as
presented in Appendix XXIX. The substances of highest priority were indicated with a footnote. It was noted
that the request for re-evaluation of aflatoxin intake was not put forward by the Committee (see Agenda Item
16b). The Committee agreed that in the future the priority list should be ranked by priority.

224. The Committee endorsed the recommendation of the Working Group to forward the following
statement to the 28" Session of the Commission with regard to the serious situation of the WHO contribution
for JECFA activities: “The CCFAC expresses its concern about the financial situation regarding the work of
JECFA. CCFAC would like to request the Commission to bring this concern to the attention of the Director
General of WHO and to ask for long-term sustainable funding of the activities necessary to support the work
of Commission, in particular JECFA and related activities”. The Committee further decided to encourage
Member Countries to bring this concern to the attention of their government.

225. The Committee agreed to ask the Codex Secretariat, in coordination with the Joint Secretariat to
JECFA, to request new proposals for additions or amendments to the Priority List for consideration at its next
session in a separate Circular Letter, which would also include the questionnaire for submission. The
Committee noted that the meeting of the Working Group would benefit if more time could be allocated.

226. The Committee was informed that this was last Working Group meeting chaired by Dr Dornseiffen
and the delegates recognized his work and important support to the Working Group during the last 8 years.

OTHER BUSINESS AND FUTURE WORK (Agenda Item 19)
FUTURE WORK
Reduction of Ochratoxin in Wine®’

227. The Observer of the Office international de la vigne et du vin (OIV) informed the Committee of the
OIV decision on the maximum level of ochratoxin A(OTA) in wine. The Committee was also informed that
the OIV was currently working on the elaboration of a Code on good vitivinicultural practice in order to limit
the presence of ochratoxin A in grape-derived products. The OIV Observer suggested the Committee to
consider starting new work on this matter.

228. The Committee agreed to establish an electronic Working Group led by the European Community”® to
prepare a Discussion Paper on Maximum Level for Ochratoxin (OTA) in Wine for consideration at its next
session.

Proposal for New Work on a draft “Code of Practice for the Prevention and Reduction of Ochratoxin A
(OTA) Contamination in Coffee and Cocoa”*°

229. The Delegation of the European Community proposed to start new work on a Code of Practice for the
Prevention and Reduction of Ochratoxin A (OTA) Contamination in Coffee and Cocoa. However, several
delegations pointed out that it was necessary to have a discussion paper first.

230. The Committee agreed to establish an electronic Working Group led by Ghana'® to prepare a
Discussion Paper on Ochratoxin A contamination in coffee and cocoa, which takes into account the JECFA
evaluation, the outputs of the FAO Coordinated Project “Enhancement of Coffee Quality through the
Prevention of Mould Formation” and other relevant information for consideration at its next session.

Food Category of the Codex General Standard for Food Additives '

231. The Committee noted the request of the Observer of the International Alliance of Dietary/Food
Supplement Associations (IADSA) to revise the descriptor of Food Category 13.6 “Food supplements” in the
Food Category System (FCS) of the Codex General Standard for Food Additives” to also include other forms
than “table or liquid form”. The Committee noted the procedure, agreed to at its 36" Session, to introduce
changes to the FCS. No delegation offered to prepare this work.

o7 CRD 9 (prepared by OIV).

%8 With assistance of Chile, France, Italy, Morocco, United Kingdom, FIVS and OIV.
% CRD35 (prepared by European Community).

100 With assistance of Brazil, European Community, Nigeria and United States

ol CRD10 (prepared by ISDSA).
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OTHER BUSINESS

232. The delegation of Morocco proposed the use of audio-visual equipment to display working documents
throughout the session in order to facilitate the discussion and understanding. The delegation of Spain asked
to provide for Spanish interpretation during Working Group meetings. The Chairperson of the CCFAC
indicated that careful consideration would be given to these suggestions.

DATE AND PLACE OF THE NEXT SESSION (Agenda Item 20)

233. The Committee was informed that the 38" Session of the Codex Committee on Food Additives and
Contaminants was tentatively scheduled to be held in The Hague (the Netherlands) from 24-28 April 2006,
subject to discussion between the Dutch and Codex Secretariats.
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Affairs

Dutch Dairy Association

P.O. Box 165

2700 AD Zoetermeer, NETHERLANDS

Tel.: +31.79.34 30 302

Fax.: +31.79.34 30 320

E-mail: bercht@nzo.nl

P.J. MATHOT

Secretary Technological Nutritional and QA Affairs
NZO (Dutch Dairy Association)

P.0.Box 165

2700 AD Zoetermeer, NETHERLANDS

Tel.: +31.79 343 03 09

Fax.: +31.79 343 0320

E-mail: mathot@nzo.nl

Allen R SAYLER

Senior Director Regulatory Affairs & International
Standards

1250 H Str. NW Suite 900

DC 20005 Washington, UNITED STATES OF
AMERICA

Tel.: +1 202 220 3544

Fax.: +1 202 331 7820

E-mail: asayler@idfa.org

IFAC
International Food Additives Council

Eunice CUIRLE

Manager Global regulatory Affairs

1735 Market street

19103 Pennsylvania, Philadelphia, UNITED STATES
OF AMERICA

Tel.: +215.299.6999

Fax.: +215.299.4821

E-mail: eunice_cuirle@fmc.com

Christopher DEMERLIS
Manager Regulatory Affairs

415 Moyer Blvd

West Point PA 19486

UNITED STATES OF AMERICA
Tel.: +215 661 2766

Fax.: +215 661 2778

E-mail: cdemerlis@colorcon.com
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Richard GREEN

Director Regulatory Affairs

CP Kelco., Inc.

Aero Drive 8355

92123-1718 San Diego, California, UNITED STATES
OF AMERICA

Tel.: +858 467 6549

Fax.: +858 467 6505

E-mail: rick.green@cpkelco.com

Lyn 'O Brian NABORS

President

Peachtree Dunwoody Road,

Suite 500 BLDG G

5775 GA 30342 Atlanta, UNITED STATES OF
AMERICA

Tel.: +404 252 3663

Fax.: +404 252 0774

E-mail: inabors@kellencompany.com

Mark THURSTON

Vice President

Innophos Inc.,

Prospect Plains Road CN 7500

08512--7500 Cranbury, Ney Yersey, UNITED STATES
OF AMERICA

Tel.: +1 609 860 4451

Fax.: +1 609 860 1706

E-mail: mark.thurston@innophos.com

IFCGA
International Federation of Chewing Gum
Associations

Jean SAVIGNY

Counsel

Rue Blanche 25

B-1060 Brussels, BELGIUM
Tel.: +32.2.541.0571

Fax.: +32.2.541.0580
E-mail: savigny@khlaw.be

IFT
Institute of Food Technologists

Gloria BROOKS-RAY

Advisor Codex and International Regulatory Affairs
Exponent

P.O. Box 97

NJ 07046 Mountain Lakes, UNITED STATES OF
AMERICA

Tel.:+973 334 4652

Fax.: +973 334 4652

E-mail: gbrooksray@exponent.com

IFU
International Federation of Fruit Juice Producers

Paul ZWIKER

Delegate to CCFAC

Postfach 45

CH-9220 Bischofszell, SWITZERLAND
Tel:+41 71 4200 644

Fax:+41 71 4200 643

Email: zwiker@bluewin.ch
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IGTC
International Glutamate Technical Committee

Andrew G. Ebert

Chairman

5775 G Peachtree — Dunwoody Rd.
Altanta, Georgia 30342

Tel: +404 252 3663

Fax: +404 252 0774

E-mail: eberta@assnhg.com

Hiroyuki ISHII

Chief Executive Officer
Hatchobori 3-9-5

Chuo-Ku,

104-0032 Tokyo, JAPAN

Tel.: +81. 80 3258 1900

Fax.: +81 0 3 5250 8403

E-mail: hiroyuki_ishii@e-igtc.org

Takeshi KIMURA

Scientific Adviser

Hatchobori 3-9-5

Chuo-ku

Tokyo 104-0032, JAPAN

Tel: +81 80 3258 1900

Fax: +81 3 5250 8403

E-mail: takeshi_kimura@e-igtc.org

IHPC
International Hydrolyzed Protein Council

Julia C. HOWELL

Consultant,

1681 Villa Rica Road, SW

Powder Springs, Georgia 30127, UNITED STATES OF
AMERICA

Tel.: +770-439-6119

Fax.: +770-439-7911

E-mail: jchowelll@aol.com

Ben WILSON

President

Director Regulatory Compliance

5600 W. Raymond street

Indianapolis, Indiana 46241, UNITED STATES OF
AMERICA

Tel.: 001.317.240.1412

Fax.: 001.317.240.1501

E-mail: ben.wilson@sensient-tech.com

IIR
Institut international du froid/International
Institute of Refrigeration

Cornelius van der BERG
BSN Consult

Biesseltste baan 36

6561 KG Groesbeek

Tel: +31 6 1077 4048
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INC
International Tree Nut Council

Julie G. ADAMS

Sr. Director, International & Regulatory Affairs
Almond Board of California

1150 9th Street, Suite 1500

Modesto, California 95354

Tel:+1-209 343-3238

Fax:+1-209 549-8267

E-mail: JAdams@almondboard.com

Giuseppe CALCAGNI

International Treenut Council

Reus, SPAIN

Tel: +39 355 40 1311

Fax:+39 081 865 7198

E-mail: Giuseppe.calcagni@unomoc.it

INEC
Institut européen des industries de la gomme de
caroube

Jette THESTRUP

Regulatory Adviser

Danisco

Danisco Culror,

Edwin Rahrs \ej 38

DK-8220 Brabrand, DENMARK
Tel.: +45.89.43.5123

Fax.: +45.89.435129

E-mail: jette.thestrup@danisco.com

I0FI
International Organization of the Flavor Industry

Thierry CACHET
Scientific Director

Square Marie Louise 49
B-1000 Brussels, BELGIUM
Tel.: +32 2 2389903

Fax.: +32 2 20 02 65

E-mail: tcachet@iofiorg.org

IPPA
International Pectin Producers’ Association

Colin MAY

Executive Secretary

P.O.Box 151

Hereford, UNITED KINGDOM

Tel: + 44 1432 830529

Fax: +44 1432 830716

E-mail: executive-secretary@ippa.info

ISA
International Sweeteners Association

Simon BROOKE-TAYLOR
Advisor

Brooke-Tayler & Co pty Ltd.

P.O Box 544

Vic 3741 Bright VVVic, AUSTRALIA
Tel.: + 61 (0) 35750 1893

Fax.: +61 (0) 3 5750 1893

E-mail: simon@brooketaylor.com.au
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Margrethe SAXEGAARD
Secretary General

9, Aveneu des Gaulois
1040 Brussels, BELGIUM
Tel.: +32 (0)2 736 53 54
Fax.: +32 (0) 2 732 3427
E-mail: isa@ecco-eu.com

ISC
International Society of Citriculture

Chuck ORMAN

P.O. Box 3720

Ontario, California, UNITED STATES OF AMERICA
Tel.:+909 933-2257

Fax.: +909 933-2409

E-mail: corman@sunkistgrowers.com

ISDI
International Special Dietary Foods Industries

Alice GRAVEREAUX

Scientific and Regulatory Affairs

Rue de Rivoli 194

F75001 Paris, France

Tel.; +33 01 53 45 87 87

Fax.: +33 01 53 45 8780

E-mail: alice.gravereaux@wanadoo.fr

IUFOST
International Union of Food Science and
Technology

John LUPIEN

University of Massachusetts
V. Allee Fonte di Fauno 22
00153 Rome, ITALY

Tel: +39 06 578 2060
Fax:+39 06 574 3786

E-mail: lupien@srd.it

IUPAC
International Union of Pure and Applied Chemistry

Sue Sun WONG

Chief of Division

Taiwan Agricultural Chemicals and Toxic Substances
Residue Control Division

11 Kung-Ming Rd. Wufeng

Taichun Hsien,

Taiwan/China

Tel: +886 4 23300612

Fax:+866 4 23324738

E-mail: sswong@tactri.gov.tw

MARINALG INTERNATIONAL

Pierre P. KIRSCH
General Secretary

25, Rue Blanche

1060 Brussels, BELGIUM
Tel.: +32 2 538 38 25
Fax.: +32 2 538 38 26

E-mail: kirsch@khlaw.be
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OFCA
Organisation des fabricants de produits
cellulosiques alimentaires

Rodney J.H. GRAY

Director Global Regulatory Affairs

Hercules Incorporated Reseach Center

Hercules Road 500

19808-1599 Wilmington, UNITED STATES OF
AMERICA

Tel.: +1.302.995.3400

Fax.: +1.302.995.4668

E-mail: rgray@herc.com

Evert IZEBOUD

Secretary General

Kerkweide 27

2265 DM Leidschendam, NETHERLANDS
Tel.: 0703209894

Fax.: 0703203759

E-mail: eizeboud@worldonline.nl

ol
Organisation internationale de la vigne et du vin

Kate HARDY

International organisation of vine and wine
Rue d'Aguesseau

F75008 Paris, France

Tel.: +33 1 44 94 80 87

Fax.: +33 142 86 90 63

E-mail: khardy@oiv.int

Jean-Claude RUF

Head of Unit

Enology Nutrition and Health Unit
Administrateurs de I'Unité Nutrition et Santé
Rue d'Aguesseau 18

F-75008 Paris, France

Tel.: 33.1.44.94.80.94

Fax.: 33.1.42.66.90.63

E-mail: jruf@oiv.int

Food and Agriculture Organization of the United
Nations (FAO)

Organisation des Nations Unies pour I’alimentation

et I’agriculture
Organizacion de las Naciones Unidas para la
Agriculturea y la Alimentacion

Maria de LOURDES COSTARRICA
Senior Officer

Food and Nutrition Division

Viale delle Terme di Caracalla

Rome, ITALY

Tel.: +39 0657056060

Fax.: +39 0657054593

E-mail: lourdes.costarrica@fao.org

World Health Organization (WHO)
Organisation Mondiale de la Santé (OMS)
Organizacion Mondial de la Salud (OMS)

Mohamed Aideed ELMI

Regional Adviser Food and Chemical Safety
World Health Organisation

Abdul Razzak al Sanhouri

11371 Cairo, EGYPT

Tel.: +202-2765384

Fax.: +202-6702492

E-mail: elmim@emro.who.int

Gerald MOY

Food Safety Department World Health Organization
Avenue Appia 20

CH-1211 Geneva 27, SWITZERLAND

Tel.: +41.22.791.3698

Fax.: +41.22.791.4807

E-mail: moyg@who.int

Hae-Jung YOON

Scientist

Food Safety Department World Health Organization
Avenue Appia 20

CH 1211 Geneve 27, SWITZERLAND

Tel.: +41 22 791 1434

Fax.: 41 22 791 4807

E-mail: yoonh@who.int

JOINT FAO/WHO JECFA SECRETARIAT

Angelika TRITSCHER

WHO Joint Secretary to JECFA

WHO

Avenue Appia 20

CH 1211 Geneve 27, SWITZERLAND
Tel.: +41 22 791 3569

Fax.: +41 22 791 4848

E-mail: tritschera@who.int

Monica OLSEN

Senior Officer

Food and Nutrition Division

Viale delle Terme di Caracalla 622
Roma, ITALY

Tel.: +39 0657053612

Fax.: + 39 06570 54593

E-mail: monica.olsen@fao.org

CODEX SECRETARIAT

Annamaria BRUNO

Food Standards Officer

FAO/WHO Food Standards Programme
Via delle Terme di Caracalla

00100 Rome, ITALY

Tel.: +39 06570 56254

Fax.: +39 06570 54593

E-mail: annamaria.bruno@fao.org
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Yoshihide ENDO

Food Standards Officer

Joint FAO/WHO Food Standards Programme
Via Delle Terme di Caracalla

00100 Rome, ITALY

Tel.: +39 06570 54796

Fax.: +39 06570 54593

E-mail: yoshihide.endo.@fao.org

Iseki NORIKO

Senior Food Standards Officer
FAO/WHO Food Standards Programme
Viale delle Terme di Caracalla

Rome, ITALY

Tel.: +39 06570 53195

Fax.: +39 06570 54593

E-mail: noriko.iseki@fao.org

John ALLAN

Food Standards Associate Officer

Joint FAO/WHO Standards Programme
Via delle Terme du Caracalla

00100 Rome, ITALY

Tel.: +39 06570 53283

Fax.: +39 06570 54593

E-mail: john.allan@fao.org

JI, Young-Ae

Food Standards Officer

Joint FAO/WHO Food Standards Programme
Via Delle Terme di Caracalla

00100 Rome, ITALY

Tel.; +39 06570 55854

Fax.: +39 06570 54593

E-mail: YoungAe@fao.org

NETHERLANDS SECRETARIAT

Niek SCHELLING

Head Technical Secretariat

Ministry of Agriculture, Nature and Food Quality
P.O. Box 20401

2500 EK The Hague, NETHERLANDS

Tel.: +31 70 378 4426

Fax.: +31 70 378 6141

E-mail: n.schelling@mininv.nl

Leoniek ROBROCH

Royal Numico N.V.

P.O. Box 1

2700 MA Zoetermeer, NETHERLANDS
Tel.; +31 79 353 9018

Fax.: +31 79 353 9050

E-mail: leoniek.robroch@numico.com

Rob M.C. THEELEN

Ministry of Agriculture, Nature and Food Quality
P.O. Box 20401

2500 EK The Hague, NETHERLANDS

Tel.: +31 70 378 4091

Fax.: +31 70 378 6141

E-mail: r.m.c.theelen@minlinv.nl
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Elfriede ADRIAANSZ

Codex Contact Point

Ministry of Agriculture, Nature and Food Quality
PO Box 20401

2500 EK The Hague, NETHERLANDS

Tel.: +31.70.378.4104

Fax.: +31.70.378.6141

E-mail: info@codexalimentarius.nl

Linda DOMMANSCHET

Secretariat

Ministry of Agriculture, Nature and Food Quality
P.O. Box 20401

2500 EK The Hague, NETHERLANDS

Tel.: +31.70.378.4424

Fax.: +31.70.378.6141

E-mail: l.dommanschet@mininv.nl

Sharida SARDAR

Secretariat

Ministry of Agriculture, Nature and Food Quality
PO Box 20401

2500 EK The Hague, NETHERLANDS

Tel.: +31.70.378.4963

Fax.: +31.70.378.6141

E-mail: S.Sardar@minlnv.nl




