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1. In accordance with the decision of the 20th Session of the Codex Committee on General Principles, a 
Working Group was convened on Saturday, 6 November 2004 co-chaired by Argentina and Canada.1 
This meeting was attended by 29 delegations from 25 Members and 4 Observer Organizations2. A full 
list of participants is attached as Appendix 1 to this report. 

2. The Working Group agreed to use the compilation of comments developed by Argentina and Canada as 
the reference document during its consideration of the Proposed Draft Principles of Risk Analysis for 
Food Safety (Appendix III). 

3. In their opening remarks, the Co-Chairs recalled the mandate given to the Working Group which was to 
improve the text of the Proposed Draft Working Principles for Risk Analysis. Prior to engaging in a 
section by section review of the current document, the working group had a general discussion on 
several of the questions which were contained in Annex 1 of the Secretariat’s paper.3 

4. Taking into consideration the fact that the purpose of these principles is to provide guidance to countries 
on risk analysis, and the requests received for technical assistance in this area, some delegations 
questioned whether the document as currently drafted provided countries with what they needed. It was 
suggested that before work could progress, there was a need to determine what were the needs of 
countries, particularly developing countries. Some of these delegations also noted the guidance on risk 
analysis being developed by FAO and WHO, the Working Principles of Risk Analysis for Application in 
the Framework of the Codex Alimentarius as well as the provisions of Article 5.7 of the SPS Agreement 
and expressed the view that there was no need for developing additional principles. 

5. Other delegations supported continuing work on the draft principles. They recalled the decision of the 
Commission to develop two guidelines, one with respect to Codex for inclusion in the Codex Procedural 
Manual and the other for use by governments for publication in the Codex Alimentarius. They expressed 
the view that there was a need for the principles for governments because the proposed FAO/WHO 

                                                   
1 ALINORM 04/27/33A, paragraph 43 
2 Argentina, Australia, Brazil, Canada, European Commission , France, Germany, India, Italy, Japan, Kazakhstan, 
Korea, Kyrgyzstan, Laos, Malaysia, Mexico, Nepal, Netherlands (The), New Zealand, Paraguay, Spain, Sweden, 
Thailand, United States of America, Zambia, 49P, Consumers International, CRN, ICGMA. 
3 CL 2004/34-GP 
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Manual consisted of a number of PowerPoint slides and case studies, and was intended as a training tool 
rather than guidance for governments. Delegations further noted that not all members of Codex were 
members of the WTO and that Codex had a responsibility to provide guidance to all its members. It was 
recalled that at the 20th Session of the CCGP the representative of the WTO supported Codex work on 
the preparation of principles for application by government since both OIE and IPPC had already 
developed similar principles. Several delegations expressed the view that circumstances for governments 
are different from Codex, particularly in light of insufficient scientific information, therefore the Codex 
principles would not be applicable to government. 

6. While noting there was no consensus within the Working Group on the relevance or need for these 
working principles, the Chair reminded the Working Group that it had no mandate to make a decision 
regarding appropriateness or relevance of work on the principles, such a decision could only be made by 
the Committee. The mandate given to this Working Group by the Committee was to review the current 
document with a view to improving the text. 

7. The Working Group considered the Proposed Draft Working Principles for Risk Analysis paragraph by 
paragraph. 

Title 

8. The Working Group agreed to add a reference to “food safety” and changed the title to Proposed Draft 
Working Principles on Risk Analysis for Food Safety. A suggestion to also make reference to “nutrition” 
in the title was not included as several delegations expressed concern with an expansion of the scope. 

Scope 

9. The Working Group agreed to amend paragraph 1 by adding at the end of the sentence “…in light of the 
purpose of the Codex Alimentarius Commission.” A footnote referencing Article 1(a) of the Statutes of 
the Codex Alimentarius Commission was also added. 

10. It further agreed to move paragraph 2 from under “General Aspects” to the Scope section to make the 
text more consistent with the Working Principles already adopted by Codex. The Working Group also 
agreed to revise the paragraph to read “The objective of these principles is to provide guidance to Codex 
members so that food safety and health related aspects of their decisions and recommendations are based 
on risk analysis.” It was also agreed to place “health related” in square brackets as some delegations felt 
the term was too broad and undefined. 

Risk Analysis – General Aspects 

11. Paragraph 3 was revised to place “Health and” in square brackets as some delegation felt the reference to 
“health” was broader than reference in the title to “food safety”. The word “analysis” was added after 
risk for clarity. 

12. Paragraph 4 was modified to add a third bullet “evaluated and reviewed as appropriate in the light of 
newly generated scientific data” to enhance consistency with the Working Principles for Risk Analysis in 
the Framework of the Codex Alimentarius. A proposal to include “systematic” in the paragraph was not 
accepted. 

13. In order to strengthen the reference to the risk analysis process, the Working Group agreed to include a 
reference to “preliminary risk management activities” in paragraph 5. 

14. No revisions were made to paragraphs 6, 7 and 8. The Working Group considered written comments 
from Iran and Chile but they were not incorporated into the document. 

15. There was an extensive discussion on paragraph 9. Some delegations expressed the view that the first 
sentence should be deleted as “precaution” is an exceptional activity and not a principle and noted that 
the WTO allows countries to adopt measures to address exceptional circumstances. 

16. Other delegations were of the opinion that the sentence was a reflection of actual practice and that the 
text in the first sentence was consistent with text already adopted by Codex. It was their opinion that the 
reference to precaution should be retained. 

17. Several alternative words were suggested, including “prudence” and “caution”. The Working Group 
decided to place all three words, “caution”, “prudence” and “precaution” in square brackets. In the last 
sentence of paragraph 9, the Working Group also agreed to replace “reflect” with “take into 
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consideration”, delete the phrase “and the characteristics of the hazard” and to add “and the degree of 
uncertainty” at the end of the sentence. It was agreed that the amended sentence would be moved to the 
section on Risk Management. 

Risk Assessment Policy 

18. In order to enhance the understanding of what “risk assessment policy” was, it was agreed to add a 
footnote to the title of the section outlining the elements of risk assessment policy. 

19. Paragraphs 10, 11 and 12 were retained with no changes. 

20. In paragraph 13 the phrase “Where necessary” was modified to “where appropriate” as suggested in the 
written comments submitted by Chile and the Working Group agreed the paragraph should be moved to 
the section on Risk Management. 

Risk Assessment 

21. Paragraphs 14 and 15 were retained with no revisions. 

22. There was extensive discussion regarding paragraph 16 regarding the independence of the risk assessors. 
The Working Group agreed to a number of revisions to improve the clarity of the intent of the paragraph 
and to enhance the requirement for the risk assessment process to be objective, transparent and the need 
for disclosure of conflicts of interest.  

23. The first sentence of paragraph 17 was amended by inserting the word “relevant” before “available”. The 
sentence now reads “Risk assessment should be based on all relevant scientific data. The Working Group 
also agreed to add the phrase “where appropriate” at the end of the last sentence. 

24. In paragraph 18, it was agreed that the reference to “ecological and environmental” conditions would be 
replaced with a reference to “factors relevant to food safety” as some delegations expressed concerns that 
the reference to ecological and environmental conditions was too broad and there was a need to keep the 
principles focussed on food safety. The Working Group also agreed to include “processing” as a separate 
function from production. 

25. The last sentence of paragraph 19 was revised by deleting “where relevant” from the end of the sentence 
and inserting “if relevant” at the beginning. The Working Group also agreed there was a distinction 
between “chronic” and “long term” health effects and revised the last sentence to make this distinction 
more evident. 

26. There were no revisions to paragraphs 20, 21 and 22. 

27. The Working Group did not consider the remaining paragraphs of the document as there was insufficient 
time. Appendix II to this report contains the revised text for paragraphs 1 to 22 inclusive. 
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Appendix I 
CO-CHAIRS 
 
Dra. Roxana BLASETTI 
Directora de Relaciones Agroalimentarias Internacionales 
Secretaria de Agricultura, Ganaderia, Pesca y Alimentacion 
Paseo Colon 922 PB, of 38 
Buenos Aires 
Tel : 00 54 11 4349 2770 
Email : rblase@mecon.gov.ar 
 
Dr. Anne MacKENZIE 
Senior Science Advisor, 
Science Branch 
Canadian Food Inspection Agency 
159 Cleopatra Drive, Room 113 
Ottawa, Ontario, K1A 0Y9 
Tel.: 00 1 613 221-7084 
Fax: 00 1 613 221-7010 
Email address: amackenzie@inspection.gc.ca 

ARGENTINA 
ARGENTINE 
 
Ing Gabriela CATALANI 
Coordinadora Tecnica Pto Focal del Codex 
Secretaria de Agricultura, Ganaderia, Pesca y Alimentacion 
Paseo Colon 922 of 29 
(1063) Buenos Aires 
Tel : 00 54 11 4349 2549  
Fax : 00 54 11 4349 2549  
Email : codex@mecon.gov.ar 
 
Mr. Luciano SOUZA 
Secretary 
Brazilain Embassy 
Ministry of External Relations 
Esplanada dos Ministérios 
Palacio Itamaraty 
Brasilia 
Tel : 00 55 61 411 6369 
Fax : 00 55 61 226 3255 
Email : lpsouza@bresil.org 
 
AUSTRALIA - AUSTRALIE 
 
Mme Ann BACKHOUSE 
Manager 
Codex Australia 
Australian Government Department of Agriculture, Fisheries 
and Forestry 
GPO Box 858 
Canberra ACT 2601 

Tel : 00 61 2 6272 5692 
Fax : 00 61 2 6272 3103 
Email : ann.backhouse@daff.gov.au 
 
Mme Jane ALLEN 
Senior Scientist 
Food Standards Australia New Zealand 
PO Box 7186 
Canberra BC ACT 2610 
Tel : 00 61 2 6271 2678 
Fax : 00 61 2 6271 2278 
Email : jane.allen@foodstandards.gov.au 
 
BRAZIL 
BRESIL 
 
Mr. Braz da COSTA BARACUHY NETO 
Secretary 
Ministry of External Relations 
Esplanada dos Ministérios 
Palacio Itamaraty 
Brasilia – DF  
Tel : 00 55 61 411 6369 
Fax : 00 55 61 226 3255 
Email : braz@mre.gov.br 
 
Mr. Jorge SALIM WAQUIM 
Ministry of Agriculture and Food Supply 
Esplanada dos Ministerios – Anexo A 
70 034 900 Brasilia – DF  
Tel : 00 55 61 226 9799 
Fax : 00 55 61 224 3995 
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Email : waquim@agricultura.gov.br 
 
CANADA 
 
Mr. Ron BURKE 
Director, Bureau of Food Regulatory, 
International and Interagency Affairs 
Food Directorate 
Health Canada 
Building #7, Room 2395 (0702C1) 
Tunney’s Pasture 
Ottawa, Ontario, K1A 0L2 
Tel : 00 1 613-957 1748 
Fax : 00 1 613-941 3537 
Email : ronald_burke@hc-sc.gc.ca 
 
Mr. Bertrand GAGNON 
Manager, 
International Coordination Division 
Food Safety Directorate 
Canadian Food Inspection Agency 
159 Cleopatra Drive 
Ottawa, Ontario, K1A 0Y9 
Tel : 00 1 613 221 7161 
Fax : 00 1 613 221 7295 
Email : bgagnon@inspection.gc.ca 
Dr. Tom FELTMATE 
Manager 
Food Safety Risk Analysis 
Canadian Food Inspection Agency 
3851 Fallowfield Road, PO 11300 
Nepean, Ontario K2H 8P9 
Tel : 00 1 613 228 6698 Ext. 5982 
Fax : 00 1 613 228 6675 
Email : tfeltmate@inspection.gc.ca 
 
Mr. John CAMPBELL 
Deputy Director 
Multilateral Technical Trade Issues 
Agriculture & Agri-Food Canada 
930 Carling Avenue 
Ottawa, Ontario, K1A OC5 
Tel.: 00 1 613 759-7663 
Fax: 00 1 613 759-7503 
Email: campbelljo@agr.gc.ca 
 
EUROPEAN COMMUNITY  
COMMUNAUTE EUROPEENNE  
COMUNIDAD EUROPEA 
 
Mr. Henri BELVEZE 
European Commission 
Health and Consumer Protection Directorate-General 
(SANCO) 
Rue Froissart 101 
B-1049 Bruxelles (Belgique) 
Tel : 00 32 2 296 28 12 
Fax : 00 32 2 296 85 66 
Email : henri.belveze@cec.eu.int 

 
Mr. Jérôme LEPEINTRE 
European Commission 
Health and Consumer Protection Directorate-General 
(SANCO) 
Rue Froissart 101 
B-1049 Bruxelles (Belgique) 
Tel : 00 32 2 299 3701 
Fax : 00 32 2 296 8566 
Email : jerome.lepeintre@cec.eu.int 
 
FRANCE - FRANCIA 
 
Mme Roseline LECOURT 
Ministère de l’Economie, des Finances et de l’Industrie 
D.G.C.C.R.F. 
59, boulevard Vincent Auriol 
75703 Paris Cedex 13 
Tel : 00 33 (0)1 44 97 34 70 
Fax : 00 33 (0)1 44 97 30 37 
Email : roseline.lecourt@dgccrf.finances.gouv.fr 
 
Mme Catherine CHAPOUX 
Ministère de l'Agriculture, de l’Alimentation, de la Pêche et 
des Affaires Rurales - D.G.A.L./M.C.S.I. 
251, rue de Vaugirard 
75732 Paris Cedex 15 
Tel : 00 33 (0)1 49 55 84 86 - Fax : 00 33 (0)1 49 55 44 62 
Email : catherine.chapoux@agriculture.gouv.fr 
 
GERMANY 
ALLEMAGNE 
ALEMANIA 
 
Mme Cordula KREIS 
Bundesministerium für Verbraucherschutz, Ernährung und 
Landwirtschaft 
(Federal Ministry of Consumer Protection, Food and 
Agriculture) 
Rochusstrasse 1 
D-53123 Bonn 
Tel : 00 49 228 529 4225 
Fax : 00 49 228 529 4947 
Email : 314@bmvel.bund.de 
 
INDIA - INDE 
 
Mr. Rahul KHULLAR 
Joint Secretary 
Ministry of Commerce and Industry 
Department of Commerce 
Udgog Bhavan 
New Delhi – 110011 
Tel : 00 91 11 2301 5215 
Fax : 00 91 11 2301 4418 
Email : rkhullar@ub.nic.in 
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Mr. S.K. SRIVASTAVA 
Director  
Ministry of Agriculture 
Department of Animal Husbandry & Dairying 
Krishi Bhavan 
New Delhi – 110001 
Tel : 00 91 11 23389212 
Fax : 00 91 11 23386115 
Email : skshri@yahoo.com 
Email : dircpc@hub.nic.in 
 
Mr. Rajesh BHUSHAN 
Director 
Ministry of Health & F.W. 
Nirman Bhavan 
New Delhi – 110011 
Tel : 00 91 11 23017288 
Email : dirrb@nb.nic.in 
 
ITALY - ITALIE - ITALIA 
 
Dr. Ciro IMPAGNATIELLO 
Ministero delle Politiche Agricole e Forestali 
Via XX Settembre 20 
00187 Roma 
Tel : 00 39 06 4665 6511 
Fax : 00 39 06 4880 273 
Email : ciroimpa@tiscali.it 
 
JAPAN - JAPON 
 
Dr. UMEDA Tamami 
Director 
International Food Safety Planning, Department of Food 
Safety 
Pharmaceutical and Food Safety Bureau, Ministry of Health 
1-2-2 Kasumigaseki, Chiyoda-ku, 
Tokyo 100-8916 
Tel : 00 81 3 3595 2326 
Fax : 00 81 3 3503 7965 
Email : umeda-tamami@mhlw.go.jp 
 
Dr. YOSHIKURA Hiroshi 
Chairman 
Food Sanitation Council, Pharmaceutical Affairs and Food 
Sanitation Council 
Ministry of Health, Labour and Welfare 
1-2-2 Kasumigaseki, Chiyoda-ku, 
Tokyo 100-8916 
Tel : 00 81 3 3595 2326 
Fax : 00 81 3 3503 7965 
Email : codexj@mhlw.go.jp 

 
Mr. OGAWA Ryosuke 
Director 
International Affairs Office, Food Safety and Consumer 
Policy Division, 
Food Safety and Consumer Affairs Bureau 
Ministry of Agriculture, Forestry and Fisheries 
1-2-1 Kasumigaseki, Chiyoda-ku, 
Tokyo 100-8950 
Tel : 00 81 3 5512 2291 
Fax : 00 81 3 3597 0329 
Email : ryousuke_ogawa@nm.maff.go.jp 
 
Mr. ASAKURA Kenji 
Coordinator, Risk and Crisis Management 
Food Safety and Consumer Affairs Bureau 
Ministry of Agriculture, Forestry and Fisheries 
1-2-1 Kasumigaseki, Chiyoda-ku, 
Tokyo 100-8950 
Tel : 00 81 3 3502 5716 
Fax : 00 81 3 3597 0389 
Email : kenji_asakura@nm.maff.go.jp 
 
Dr. IMAMURA Tomoaki 
Technical Adviser 
Associate Professor 
Department of Planning Information and Management 
The University of Tokyo Hospital 
7-3-1, Hongou, Bunkyou-ku, 
Tokyo 113-8655 
Tel : 00 81 3 5800 8716 
Fax : 00 81 3 5800 8765 
Email : imamura-t@umin.ac.jp 
 
KAZAKSTAN 
 
Mme Tleubekova Bakytgul 
Head of Sanitary and Hygiene Control 
Ministry of Health 
473000 Astana 
Moskovskaja Street, 66 
Tel : 00 8 317 2 317811 (318 198 / 317 458) 
Fax : 00 8 317 2 317807 (317 456) 
Email : belonvg@minzdrav-rk.kz 
Email : zdrav@minzdrav-rk.kz 
 
KOREA (REPUBLIC OF)  - 
REPUBLIQUE DE COREE 

 
Dr. Jongsei Park, Ph. D. 
President 
LabFrontier CO., Ltd 
KSBC Bldg #Mt, 111-8, Iui-dong Yeongtong-gu 
Suwon, Kyonggi-do, 443-766 
Tel : 00 82 31 259 6801 - Fax : 00 82 31 259 6802 
Email : ccasiachair@kfda.go.kr 
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Mme Miyoung Cho 
Senior Researcher 
Food Sanitation Council 
Ministry of Health and Welfare 
#5 Nokbun-Dong Eunpyung-Gu 
Seoul 122-704 
Tel : 00 82 2 380 1558 
Fax : 00 82 2 388 6896 
Email : chomiyoung@mohw.go.kr 
 
KYRGYZSTAN 
 
Mr. Koshmatov Baratali 
Deputy Minister 
Ministry of Agriculture and Water Resources 
And Processing Industry 
Bishkek 720014 
Tel : 66 25 11 / 66 25 10 
Email : kbaratoli@mail.ru 
 
LAO PDR - LAOS 
 
Mme Viengxay VANSILALOM 
Deputy Head of Food Control Division 
Codex Contact Point 
Food and Drug Department 
Ministry of Health 
Simuang Road, Vientiane 01000 
Tel : 00 856 21 214013 –4 
Fax : 00 856 21 214015 
Email : drug@laotel.com 
 
MALAYSIA – MALAISIE - MALASIA 
 
Mme Noraini Dato’ Mohd. OTHMAN 
Deputy Director (Codex) 
Food Safety and Quality Division 
Ministry of Health 
Health Offices Complex 
3rd Floor, Block B, Jalan Cenderasari 
50590 Kuala Lumpur 
Tel : 00 60 3 2694 6523 
Fax : 00 60 3 2694 6517 
Email : noraini_othman@moh.gov.my 
 
Mme Norzitah Abu KHAIR 
Assistant Director 
Food Safety and Quality Division 
Ministry of Health 
Health Offices Complex 
3rd Floor, Block B, Jalan Cenderasari 
50590 Kuala Lumpur 
Tel : 00 603 2694 6601 
Fax : 00 603 2694 6517 
Email : norzitah@moh.gov.my 

 
Mr. Mohammad Jaaffar AHMAD 
Regional Manager, Europe 
Malaysian Palm Oil Board, MPOB Europe 
Brickendonburg 
Hertfordshire – SG 13 8NL (Royaume-Uni) 
Tel : 00 44 1992 554347 
Fax : 00 44 1992 500564 
Email : porim@porim.powernet.co.uk 
 
MEXICO - MEXIQUE 
 
Mr. Javier LUNA CARRASCO 
Gerente de la comision de Evidencia y Manejo de Riesgos 
Comision Federal para la Protection contra Riesgos 
Sanitarios (SALUD) 
Tel : 00 52 55 55 14 85 72 
Email : javier.luna@salud.gob.mx 
 
Mr. Victor Miguel GARCIA MORENO 
Subdirector de Inocuidad Agricola 
Secretaria de Agricultura, Ganaderia, Desarrollo Rural, 
Pesca t Alimentacio 
(SAGARPA) 
Municipio Libre 337 Colonia Santa Cruz Atoyac 
Delegacion Benito Juarez 
03310 Mexico 
Tel : 00 52 55 9183 1000 – 91831224 Ext. 33830 
Fax : 00 52 55 9183 1000 – 9183 1224 Ext. 33821 
Email : vmiguel@senasica.sagarpa.gob.mx 
 
NEPAL 
 
Mr. Ganga Prasad MANANDHAR 
Deputy Director General 
Quality Control and Standardization Division 
Department of Food, Technology and Quality Control 
Babar Mahal, 
Kathmandou 
Tel : 4262 369 
Email : defgc@mail.com.np 
 
NETHERLANDS - PAYS-BAS - PAISES BAJOS 
 
Mr. Robbert TOP 
Head Food and Nutrition Division 
Ministry of Health, Welfare and Sport 
Food and Nutrition Division 
P.O. Box 20305 
2500 EJ The Hague 
Tel : 00 31 70 340 69 63 
Fax : 00 31 70 340 55 54 
Email : r.top@minvws.nl 
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Mme Sandra HEUMER 
Policy Officer International Communications 
Ministry of Agriculture, Nature and Food Quality 
Department of Food Quality and Animal Health 
P.O. Box 20401 
2500 EK The Hague 
Tel : 00 31 70 378 40 45 
Fax : 00 31 70 378 61 41 
Email : s.heumer@minlnv.nl 
 
Mme Nathalie SCHEIDEGGER 
Policy Manager Risk Management Food and Feed 
Department of Food Quality and Animal Health 
Ministry of Agriculture, Nature and Food Quality 
P.O. Box 20401 
2500 EK The Hague 
Tel : 00 31 70 378 4693 
Fax : 00 31 70 378 6141 
Email : n.m.i.scheidegger@minlnv.nl 
 
NEW ZEALAND - NOUVELLE ZELANDE - 
NUEVA ZELANDIA 
 
Mr. Sundararaman RAJASEKAR 
Codex Coordinator and 
Contact Point for New Zealand 
New Zealand Food Safety Authority  
PO Box 2835 - Wellington 
Tel : 00 64 4 463 2576 
Fax : 00 64 4 463 2583 
Email : rajasekars@nzfsa.govt.nz 
 
PARAGUAY 
 
Mlle Patricia FRUTOS 
Ministerio de Relaciones Exteriores 
Directora de Organismos Economicos Multilaterales 
Edificio Ayfra 6to piso Oficina 610 
Presidente Franco esquina Ayolas 
Asunion 
Tel : 00 595 21 446 796 
Fax : 00 595 21 446 796 
Email : pfrutos@mre.gov.py 
 
SPAIN/ESPAGNE/ESPANA 
 
Dr. Felipe MITTELBRUNN GARCIA 
Consejero Técnico 
Secretaria de la Comision interministerial para la ordenacion 
alimentaria 
Agencia Espanola de Seguridad Alimentaria 
Ministerio de Sanidad y Consumo 
Alcala 56 
28071 Madrid 
Tel : 00 34 91 338 02 89 
Fax : 00 34 91 338 08 03 
Email : fmittelbrunn@msc.es 

 
Da Elisa REVILLA GARCIA 
Subdirectora General Adjunta 
Subdireccion General de Planificacion Alimentaria 
Direccion General de Industria Agroalimentaria y 
Alimentacion 
Ministerio de Agricultura, Pesca y Alimentacion 
Paseo Infanta Isabel, 1 
Despacho S-33 
28071 – Madrid 
Tel : 00 34 91 347 45 96 
Fax : 00 34 91 347 57 28 
Email : erevilla@mapya.es 
 
SWEDEN/SUEDE/SUECIA 
 
Mme Kerstin JANSSON 
Deputy Director 
Ministry of Agriculture, Food and Consumer Affairs 
Food and Animal Division 
S-103 33 Stockholm 
Tel : 00 46 8 405 11 68 
Fax : 00 46 8 206 496 
Email : kerstin.jansson@agriculture.ministry.se 
 
Mme Eva ROLFSDOTTER LÖNBERG 
Codex Coordinator 
National Food Administration 
Box 622 
S-751 26 Uppsala 
Tel : 00 46 18 17 55 47 
Fax : 00 46 18 10 58 48 
Email : codex@slv.se 
 
THAILAND – THAILANDE - TAILANDIA 
 
Dr. Utai PISONE 
Advisor 
National Bureau of Agricultural Commodity and Food 
Standards 
Ministry of Agriculture and Cooperatives 
Rajadamnern Nok Avenue 
Bangkok 10200 
Tel : 00 662 6298974 
Fax : 00 662 282 6542 
Email : acfspol@acfs.go.th 
 
Mlle Sinenart PERMSAWAT 
Official (International Trade) 
Thai Food Processors Association 
170/21-22 9th Floor 
Ocean Tower 1 Bldg, New 
Rachadapisek Road, Klongtoey 
Bangkok 10110 
Tel : 00 662 261 26846 
Fax : 00 662 261 29967 
Email : thaifood@thaifood.org 
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Mme Oratai SILAPANAPAPORN 
Assistant Director 
Office of Commodity and System Standards 
National Bureau of Agricultural Commodity and Food 
Standards 
Ministry of Agriculture and Cooperatives 
Rajadamnern Nok. Avenue 
Bangkok 10200 
Tel : 00 662 280 3887 
Fax : 00 662 280 3899 
Email : oratai@acfs.go.th 
 
UNITED STATES OF AMERICA 
ETATS UNIS D’AMERIQUE 
ESTADOS UNIDOS DE AMERICA 
 
Dr. F. Edward SCARBROUGH 
U.S. Manager for Codex 
U.S. Department of Agriculture 
1400 Independence Avenue 
SW Room 4861 - South Building 
Washington, DC 20250 
Tel : 00 1 202 205 7760 - Fax : 00 1 202 720 3157 
Email : ed.scarbrough@fsis.usda.gov 
 
Mr. Steve HAWKINS 
U.S. Department of Agriculture 
Food Safety and Inspection Service 
Food Safety Policy Advisor 
1400 Independence Avenue, SW 
Room 1156 - South Building 
Washington, DC 20205 
Tel : 00 1 202 690 1022 - Fax : 00 1 202 690 3856 
Email : stephen.hawkins@fsis.usda.gov 
 
Dr. H. Michael WEHR 
Codex Program Coordinator 
US Food and Drug Administration 
Center for Food Safety and Applied Nutrition 
Room 1B-003 Harvey Wiley Building 
5100 Paint Branch Parkway 
College Park, MD 20740 
Tel : 00 1 301 436 1724 - Fax : 00 1 301 436 2618 
Email : michael.wehr@cfsan.fda.gov 
 
Mr. Richard WHITE 
Office of the U.S. Trade Representative 
600 17th Street, NW 
Winder Bldg, Room 415 
Washington, DC 20508 
Tel : 00 1 202 395 9582 - Fax : 00 1 202 395 4579 
Email : richard.white@ustr.cop.gov 

 
Mr. Jim ROZA 
Director of External Affairs 
Now Foods 
395 S. Glen Ellyn Road 
Bloomingdale, Ill 60108 
Tel : 00 1 630 545 9098 - Fax : 00 1 630 858 8656 
Email : jim.roza@nowfoods.com 
 
ZAMBIA – ZAMBIE 
 
Mme Christabel MALIJANI 
Chief Policy Analyst (Food Safety) 
Ministry of Health 
Ndeke House 
PO Box 30205 
Lusaka 
Tel : 00 260 1 25 4067 - Fax : 00 260 1 25 3344 
 
INTERNATIONAL GOVERNMENTAL ORGANIZATIONS 
ORGANISATIONS GOUVERNEMENTALES 
INTERNATIONALES 
ORGANIZACIONES GUBERNAMENTALES 
INTERNACIONALES 
 
O.I.E. (World Organisation for Animal Health) 
 

Dr. Francesco BERLINGIERI 
Project Officer 
12, rue de Prony 
75017 Paris (France) 
Tel : 00 33 (0)1 44 15 18 88 
Fax : 00 33 (0)1 42 67 09 87 
Email : f.berlingieri@oie.int 
 
INTERNATIONAL NON-GOVERNMENTAL 
ORGANIZATIONS 
ORGANISATIONS NON-GOUVERNEMENTALES 
INTERNATIONALES 
ORGANIZATIONS INTERNACIONALES NO 
GUBERNAMENTALES 
 
49P (49th Parallel Biotechnology Consortium) 
 
Prof. Philip L. BEREANO 
Co-Director - 49th Parallel Biotchnology Consortium 
3807 S. Mc Clellan Street 
Seattle, Washington 98144 (USA) 
Tel : 00 1 206 543 9037 
Fax : 00 1 206 543 8858 
Email : pbereano@u.washington.edu 
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CONSUMERS INTERNATIONAL 
 

Dr. Steve SUPPAN 
Institute for Agriculture and Trade Policy 
2105 First Avenue South 
Minneapolis, MN, (USA) 
Tel : 00 16128703413 
Fax : 00 1628704846 
Email : ssuppan@iatp.org 
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Tel : 00 1 760 74474307 - Fax : 00 1 760 591 9637 
Email : mledoux@nai-online.com 
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 11

Appendix II 
REVISED 

PROPOSED DRAFT PRINCIPLES OF RISK ANALYSIS FOR FOOD SAFETY1 
(At Step 3 of the Procedure) 

SCOPE 

1. The purpose of these Principles is to provide a framework for the conduct of risk analysis applied to food 
safety issues, as guidance to governments, in light of the purpose of the Codex alimentarius 
Commission(*). 

2. The objective of these principles is to provide guidance to Codex members so that food safety [and 
health related] aspects of their decisions and recommendations are based on risk analysis.. 

RISK ANALYSIS - GENERAL ASPECTS 

3. [Health and] food safety decisions and recommendations should be based on risk analysis and be 
appropriate to the circumstances. 

4. The risk analysis process should be 
-applied consistently, 
-open, transparent and documented, 
-evaluated and reviewed as appropriate in the light of newly generated scientific data 

5. The risk analysis process should follow a structured approach incorporating the three distinct but closely 
linked components of risk analysis (risk assessment, risk management including preliminary risk 
management activities, and risk communication), each being integral to the overall risk analysis process. 
The three components of risk analysis should be applied within an overarching framework of strategies and 
policies to manage food related risks to human health. 

6. The three components of risk analysis should be documented fully and systematically in a transparent 
manner. While respecting legitimate concerns to preserve confidentiality, documentation should be 
accessible to all interested parties4. 

7. Effective communication and consultation with all interested parties should be  established and maintained 
throughout the risk analysis process. 

8. There should be a functional separation of risk assessment and risk management, to the extent practicable, 
in order to ensure the scientific integrity of the risk assessment, to avoid confusion over the functions to be 
performed by risk assessors and risk managers and to reduce any conflict of interest. However, it is 
recognized that risk analysis is an iterative process, and interaction between risk managers and risk assessors 
is essential for practical application. 

9. [[Precaution] [Prudence] [Caution] is an inherent element of risk analysis. Many sources of uncertainty exist 
in the process of risk assessment and risk management of food related hazards to human health. The degree of 
uncertainty and variability in the available scientific information should be explicitly considered in the risk 
analysis process.] The risk management options selected should reflect take into consideration the assumptions 
used for the risk assessment, and the degree of uncertainty and the characteristics of the hazard. ♣ 

Risk Assessment Policy5 

10. Determination of risk assessment policy should be included as a specific component of risk management. 

                                                   
(*) Reference to Article 1 a), Statutes of the Codex alimentarius Commission, Procedural Manual – 13th edition. 
4 For the purpose of the present document, the term “interested parties” refers to “risk assessors, risk managers, 
consumers, industry, the academic community and, as appropriate, other relevant parties and their representative 
organizations” (see definition of “Risk Communication”). 
♣ There is agreement to move the last sentence of this paragraph, as amended, to the section on “Risk 
Management” 
5 [Elements of risk assessment policy include, among others: priority setting for risk assessments, modes of 
interaction between risk assessors and risk managers, selection criteria for risk assessors, allocation of resources, 
and use of peer review.] 
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11. Risk assessment policy should be established by risk managers in advance of risk assessment, in 
consultation with risk assessors and all other interested parties, in order to ensure that the risk assessment 
process is systematic, complete, unbiased and transparent. 

12. The mandate given by risk managers to risk assessors should be as clear as possible. 

13. Where necessary appropriate, risk managers should ask risk assessors to evaluate the potential changes 
in risk resulting from different risk management options.♣♣ 

RISK ASSESSMENT 

14. Food safety risk assessment should be soundly based on science, should incorporate the four steps of the 
risk assessment process, i.e. hazard identification, hazard characterization, exposure assessment and risk 
characterization, and should be documented in a transparent manner. 

15. The scope and purpose of the particular risk assessment being carried out should be clearly stated. The 
output form and possible alternative outputs of the risk assessment should be defined 

16. Government officials involved in risk assessment should be objective in their scientific work and 
not be subject to any conflict of interest. Information on the identities of these government experts, their 
individual expertise and their professional experience should be publicly available, while taking into 
account the need to protect them from external influence during the risk assessment process. Experts 
from outside government responsible for involved in risk assessment should be selected in a transparent 
manner on the basis of their expertise and their independence with regard to the interests involved. 
Transparent procedures should be used to select these experts, including disclosure of conflicts of 
interest in connection with risk assessment. 

17. Risk assessment should be based on all relevant available scientific data. It should use available 
quantitative information to the greatest extent possible. Risk assessment may also take into account 
qualitative information, where appropriate. 

18. Risk assessment should take into account factors relevant to food safety, e. g. ecological and 
environmental conditions, production, processing, transport, storage and handling practices used 
throughout the food chain including traditional practices, methods of analysis, sampling and inspection and 
the prevalence of specific adverse health effects. 

19. Risk assessments should be based on realistic exposure scenarios, with consideration of different 
situations being defined by risk assessment policy. They should include consideration of susceptible and 
high-risk population groups, as appropriate. If relevant, acute, chronic, (including long-term), cumulative 
and/or combined adverse health effects should be taken into account in carrying out risk assessment, where 
relevant. 

20. Constraints, uncertainties and assumptions and their impact on the risk assessment should be explicitly 
considered at each step in the risk assessment process and documented in a transparent manner. Expression 
of uncertainty or of variability in risk estimates may be qualitative or quantitative, but should be quantified to 
the extent that is scientifically achievable. 

21. The report of the risk assessment should include the scope and purpose of the risk assessment carried out, 
the background of the request, the information considered, the scientific reasoning and the conclusions of the 
risk assessors. The report should indicate any constraints, uncertainties, assumptions and their impact on the 
risk assessment, and minority opinions. The responsibility for resolving the impact of uncertainty on the risk 
management decision lies with the risk manager, not the risk assessors. 

22. The conclusion of the risk assessment including a risk estimate, if available, should be presented in a 
readily understandable and useful form to risk managers and made available to other risk assessors and 
interested parties so that they can review the assessment. 

 

                                                   
♣♣ There is agreement to move this amended paragraph to the section on “Risk Management” 
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APPENDIX III 
PROPOSED DRAFT PRINCIPLES FOR RISK ANALYSIS FOR FOOD SAFETY 6  

(At Step 3 of the Procedure) 
 
 
This document contains Governments’ and Observers’ comments on CCGP 04/20/4 and CL 2004/34-GP. For inclusion of comments, we have considered, 
directly from drafting group members, documents CCGP 04/20/4-Add.1 and CCGP 04/20/4-Add. 2, verbal comments made during discussion at CCGP and 
responses in writing to CL 2004/34-GP.   
 
The document should be read considering the following: 
 

• 1st column. It contains the Full Text of document CCGP 04/20/4 considered by CCGP, May 2004. The underlined parts of the text are changes 
suggested in May 2004 at CCGP for inclusion in the document. Other parts have been struck out because their removal was suggested at the meeting. 
Some paragraphs are in brackets because no consensus was reached on whether they should be retained.        

• 2nd column. It contains Governments’ and Observers’ comments on CCGP 04/20/4 and CL 2004/34-GP. The comments have been ordered under 
General Comments and then on a paragraph-by-paragraph basis. Within each of them, Governments’ comments are presented in alphabetical order, 
according to the countries in English, and then Observers’ comments. After the name of the country, the document on which comments are made is 
indicated [e.g. Argentina (CCGP 04/20/4-Add.2)]. Where a country makes comments on both documents, the views on CCGP 04/20/4 are presented 
first and then those on CL 2004/34-GP.  

• 3rd column. It contains Changes suggested by Governments and Observers. Changes suggested without specified drafting have been included in this 
column without distinctive marks. Suggested changes for which Governments or Observers have proposed redrafting have been included highlighted; 
proposed added text is underlined and proposed removed text is struck-out. The same criteria as those adopted in the 2nd column have been adopted 
here for the purposes of order and identification.    

• 3rd column: in response to CL2004/34-GP, the United States redrafted (and renumbered) the “Proposed Draft Principles for Risk Analysis for Food 
Safety”. The full text of this redraft has been included as Annex 1 of this document. Its inclusion in the chart was not possible due to its different 
numbering; also, some paragraphs of previous drafts have been removed and new paragraphs have been added. Including the US redraft in the chart 
would make it difficult to read.   

 

                                                   
6  These principles are intended for governments and will be incorporated into the Codex Alimentarius. 
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PROPOSED DRAFT PRINCIPLES FOR RISK ANALYSIS FOR FOOD SAFETY7 (At Step 3 of the Procedure) 
 

 
Full Text of document 
CCGP 04/20/4 considered 
by CCGP, May 2004.8  

COMMENTS: Direct from drafting group members; written comment made to CCGP (CCGP 
04/20/4-Add.1); (CCGP 04/20/4-Add.2); CRDs circulated at CCGP; verbal comment made during 
discussion at CCGP; CL 2004/34- GP.9 

Suggested Changes 10 
 

GENERAL COMMENTS Argentina (CCGP 04/20/4-Add.2) 
After close examination, it can be said that the document has retained the structure of the project 
approved at the 26th session of the Codex Alimentarius Commission for the Application of Working 
Principles for Risk Analysis for Food Safety in the framework of Codex, with differences in those 
paragraphs which either are not applicable to governments or might be, but are approached in a 
different way. 
As stated in the mandate received by the Codex Committee on General Principles, the committee 
should, if deemed appropriate, develop a new document on risk analysis for governments, 
supposing that it was different than the previous one, which would provide guidance on this matter 
to assist Members to develop their own risk analysis programs.   
However, in the light of the new proposal, such guidance can be found in the text already 
approved by the Commission on the Application of Working Principles for Risk Analysis for Food 
Safety in the framework of Codex Alimentarius. 
This similarity between the texts would thus make evident that it would not be necessary to 
duplicate efforts and repeat discussions to achieve similar results, particularly taking into account 
that this draft includes specific provisions which have been widely discussed and questioned in 
their treatment by a number of developing countries at the 16th session of the Codex Committee 
on General Principles and the following session of the Commission.          
In our opinion, the scientific principles recommended by FAO/WHO Expert Groups on which the 
development of documents on the Application of Working Principles for Risk Analysis for Food 
Safety in the framework of Codex Alimentarius still in force. The approved document can therefore 
provide a basis for governments, without the need of developing a new text.  
In this respect, it remains unclear which the current gap is, taking into account the existence of a 
standard for the Application of Working Principles for Risk Analysis for Food Safety in Codex and 

Argentina (CCGP 04/20/4-
Add.2): The scientific 
principles recommended by 
FAO/WHO Expert Groups 
on which the development 
of documents on the 
Application of Working 
Principles for Risk Analysis 
for Food Safety in the 
framework of Codex 
Alimentarius still in force. 
The approved document 
can therefore provide a 
basis for governments, 
without the need of 
developing a new text. 
 
 
 
 
 
 
 
 

                                                   
7 These principles are intended for governments and will be incorporated into the Codex Alimentarius. 
8 The underlined parts of the text are changes suggested in May 2004 at CCGP for inclusion in the document. Other parts have been struck out because their removal was suggested at the 
meeting are changes suggested. 
9 The Government or Observer making each comment is identified. Next, the document on which comments are made is indicated.   
10 Suggested changes for which Governments or Observers have proposed redrafting have been included highlighted; proposed added text is underlined and proposed removed text is struck-out. Suggested
Governments or Observers have proposed redrafting have been included highlighted.  
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the virtually completed task  by FAO/WHO for edition of the Manuals on Risk Analysis. 
 

AUSTRALIA (CL 2004/34-GP) 

In framing our response, we have endeavored to provide comment in relation to the options 
outlined in the Circular Letter, page 4 “Summary of Possible Options”.  Australia does not consider 
that the format of the current document should be retained. However, should the Committee 
decide on this as the preferred approach, Australia would agree to an amendment of the current 
Working Principles. 
Whether work should proceed on the development of risk analysis principles intended for 
governments? 
Australia agrees that work should proceed on the elaboration of a set of working principles for risk 
analysis, specifically for use by governments of member countries.  
Australia considers that a set of principles will assist in providing consistency across Codex 
members and will provide more specific guidance than is currently offered by the more generic 
and overarching Working Principles for Risk Analysis for Use in the Framework of Codex.  
Australia would envisage that working principles for use by member governments would be a 
practical guidance document that sits effectively between the higher order principles outlined in 
the adopted Working Principles, and the very applied risk analysis manual, that is currently under 
development by FAO. It is noted that the risk analysis manual whilst providing valuable guidance, 
will have no legal status, whereas working principles for use by member governments would be 
applicable to member countries under the World Trade Organization and would assist members 
of the WTO in meeting their obligations under the Sanitary and Phytosanitary Agreement (SPS 
Agreement). 
Whether the format of the document as basic principles should be retained. 
Australia does not consider that the format of the current document should be retained. However, 
should the Committee decide on this as the preferred approach, Australia would agree to an 
amendment of the current Working Principles.  
Australia considers the current document is too similar to the adopted Working Principles in both 
its content and structure, and as such, does not lend itself to more specific and applied guidance 
to member countries. Australia proposes development of a document that introduces a smaller 
number (e.g. 6-7) of higher order principles. This document would then further articulate 
guidelines explaining how those principles should be implemented at country level. There are a 
number of documents within Codex that contain overarching principles and then move on to 
elaborate further guidance. For example, the structure adopted with respect to Foods derived 
from Biotechnology provides an example of a similar format: Principles for the Risk Analysis of 
Foods Derived from Modern Biotechnology (CAC –GL 30-1999); Guidelines of the Conduct of 

 

AUSTRALIA (CL 2004/34-
GP) PROPOSES 
DEVELOPMENT OF A 
DOCUMENT THAT 
INTRODUCES A 
SMALLER NUMBER (EG 
6-7) OF HIGHER ORDER 
PRINCIPLES. THIS 
DOCUMENT WOULD 
THEN FURTHER 
ARTICULATE 
GUIDELINES EXPLAINING 
HOW THOSE PRINCIPLES 
SHOULD BE 
IMPLEMENTED AT 
COUNTRY LEVEL. 
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Food Safety Assessment of Foods Derived from Recombinant-DNA Plants (CAC/GL 45-2003); 
Guidelines for the Conduct of Food Safety Assessment of Food Produced using Recombinant-
DNA Microorganisms (CAC/GL 46-2003) 
Whether the principles applicable within Codex, can be used as a basis for discussion with the 
required changes to make them applicable to governments, or if another approach is preferable 
such as: 
a. Referring only to the recommendations of the FAO/WHO Expert Consultations. 
Australia agrees the working principles applicable within Codex could serve as a useful basis for 
developing more specific principles. However, we consider it would not be appropriate to refer 
only to the FAO/WHO Expert Consultations. Whilst the scope of these documents includes 
member countries, this is not their primary focus and they are not specifically directed toward 
regulatory implementation at a national level. Also, as these 3 documents were printed in 1995, 
1997 and 1998 respectively, it may be appropriate to consider provision of more up-to-date 
information.  
b. Additional guidance for governments from FAO/WHO concerning general risk analysis 
principles for governments 
If Codex does not elaborate additional guidance specifically for governments, an alternate 
approach would be for FAO/WHO to provide such guidance, noting however, this approach would 
require additional resources from FAO/WHO.   
If principles intended for governments are to be developed, the Committee may consider including 
only a reference to the sections that are already included in the adopted Working Principles and 
retaining the sections that are specifically intended to governments. 
Australia acknowledges cross-reference to the Working Principles as a possible approach. 
However, given the Working Principles (published in the Procedural Manual) and the specific 
information for governments would ultimately be in two separate publications (refer Footnote 2, 
Annex 2: “These principles… will be incorporated into the Codex Alimentarius”), Australia 
considers a single document would be easier to reference and thereby more practical.  
AS IT MAY BE DIFFICULT TO REACH CONSENSUS ON SOME ASPECTS OF RISK MANAGEMENT, THE COMMITTEE 
MAY CONSIDER 

c. Whether this document should include the section on risk management or separate it in a 
first stage in order to concentrate on the areas where consensus appears more likely and to 
advance them to further steps. 
Australia considers the section on risk management can be progressed and the document as a 
whole will be better developed and more internally consistent if all components are considered at 
the outset.  

 
Brazil (CCGP 04/20/4-Add.1) 
As already mentioned in Annex 1, no consensus was reached during the last meeting of CCGP on 
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this proposal. 
Nevertheless, the proposed document for Governments maintains the same structure of the 
previous one and clearly duplicates the structure of the document for application by Codex, 
adapting paragraphs that do or do not apply for Governments. 
It is Brazil view that this procedure is not appropriate and that, consequently, the whole structure 
of the document is ill-conceived. According to the mandate of CCGP clarified by the Commission, 
this Committee should, as it considered appropriate, try to develop a new document on Risk 
Analysis for governments; a different document, with general guidelines on the subject. 
In Brazil's view, the document on Risk Analysis for member countries should aim at helping those 
countries to develop their own Risk Analysis program, providing them with practical information on 
the structure and the objectives of such a program. The way it is presented, the document repeats 
the majority of the content of the Working Principles For Risk Analysis For Application in the 
Framework of The Codex Alimentarius Commission leading us to the conclusion that, in the 
essence, there isn’t necessity of a new document. As questioned in Annex 1, Brazil is of the 
opinion that the guidance provided by the FAO/WHO Consultations (1995, 1997 and 1998) is still 
applicable to define the basic principles of risk analysis when applied to governments. 
In view of these considerations, Brazil is of the opinion that CCGP should not proceed on the 
development of risk analysis principles intended for governments and should consider carefully 
the guidance to be provided to member countries by the Manual on Risk Analysis, which is being 
developed by FAO and WHO. 
 
Brazil (CL 2004/34-GP) 
During the last CCGP meeting there was opposition to proceed on the elaboration of this 
document. Brazil  was among those countries that considered this work should be interrupted due 
to the following reasons: 
Brazil needs some clarification regarding the objective of this document, since the Commission has 
already approved a document on Risk Analysis to the Codex system. This document, in Brazil's view, 
presents the principles on that issue, which applies also to governments; 
Nevertheless, the proposed document for Governments maintains the same structure of the 
previous one and clearly duplicates the structure of the document for application by Codex, 
adapting paragraphs that do or do not apply for Governments. The way it is presented, the 
document repeats the majority of the content of the Working Principles For Risk Analysis For 
Application in the Framework of The Codex Alimentarius Commission leading us to the 
conclusion that, in the essence, a new document is not necessary, with this format. 
So, before proceeding on this work, it should be clarified what is the purpose of this document. 
According to the mandate of CCGP clarified by the Commission, this Committee should, as it 
considered appropriate, try to develop a new document on Risk Analysis for governments; a 
different document, with general guidelines on the subject. 

guidance to be provided to 
member countries by the 
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Brazil considers that one possible option to proceed with that work and to eliminate the source of 
potential conflicts would be to suppress the chapter on Risk Management and make reference to 
the Recommendations of FAO/WHO on Risk Management. 
In Brazil’s view, the document on Risk Analysis for member countries should aim at helping those 
countries to develop their own Risk Analysis program, providing them with practical information on 
the structure and the objectives of such a program.  As questioned in Annex 1, Brazil is of the 
opinion that the guidance provided by the FAO/WHO Consultations (1995, 1997 and 1998) is still 
applicable to define the basic principles of risk analysis when applied to governments.  
 
Canada (CCGP 04/20/4-Add.1) 
Canada would like to first acknowledge the work of the Codex Secretariat in putting together the 
revised version of these principles. We would agree with the Secretariat that the Committee will 
need to reach a consensus on whether to proceed with work on the Proposed Draft Principles and 
if so, what format should they take. 
Canada supports continued work on these principles for the following reasons: 

• The development of these principles falls within the mandate of the Codex Alimentarius as 
outlined in Article 1 of the Statutes of the Commission. 

• This work was endorsed by the 23rd Session of the Commission2 when it adopted the 
Medium-Term Plan 1998 - 20023. The mandate to CCGP was reconfirmed by the 24th 
Session of the Commission. 

• The development of principles would complement the work of FAO and WHO in 
developing the implementation guidance in their manual on risk analysis “Food Safety Risk 
Analysis - An Overview and Framework Manual”. 

• While acknowledging that work by some Codex Committees has resulted in risk analysis 
guidance, those texts tend to focus on a particular category of food (e.g. foods derived 
from biotechnology) or on a particular component of risk analysis (e.g. microbiological risk 
assessment). A set of broad risk analysis principles covering all foods and all components 
of risk analysis would contribute to a more consistent approach by countries in 
implementing their risk analysis procedures, whether they use their own methods or make 
use of the FAO/WHO Manual. 

• A more consistent and systematic approach to risk analysis contributes to enhancing the 
level of health protection afforded consumers. 

Canada favours the “principles” format as we believe this approach contributes to consistency 
while allowing member governments the flexibility to implement the risk analysis process in a 
manner best suited to the particular needs of their country, whether through use of the FAO/WHO 
Manual or developing their own procedures. 
We are also of the view that the Working Principles for Risk Analysis for Application in the 
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Framework of the Codex Alimentarius Commission would serve as a basis of discussion for risk 
analysis principles for use by governments. 
With respect to the question regarding risk management, particularly the provisions on precaution, 
Canada supports their inclusion. We acknowledge that Article 5.7 of the SPS Agreement allows 
signatories to that Agreement to implement provisional measures in those circumstances where 
relevant scientific evidence is insufficient. However, it must be noted that it is the mandate of the 
Commission to develop food standards for its members, not all of whom are members of the 
WTO. Therefore, further guidance for all countries should be provided in the Codex documents on 
issues related to protecting the health of consumers rather than relying on a trade agreement to 
provide this guidance. 
 
Chile (CL 2004/34-GP) 
We believe it is important to develop a document like this as it may act as a guide for 
governments in consistency with, inter alia, the provisions of the SPS Agreement.  
We do not object to this format but, if other proposals are submitted, we are open to study them. 
We believe that all risk analysis stages, including management, should be included without 
exception.  
Some concepts, such as "uncertainty" and "precaution", which are used but undefined in the 
context of Codex should be defined in order to improve the understanding of their scope in the 
text and to facilitate discussion. In our opinion, "precaution" should be included so as to set limits 
and provide a framework for its eventual use, which should be clearly exceptional and those who 
make use of it should have a scientific justification for its decision. 
It should be mentioned that Art. 7.5 of the WTO SPS Agreement refers to it. 
Therefore, we consider that its application should be regulated by developing practical principles, 
among which these should be taken into account: The application grounded on science-based 
objective facts that affect human health; that the plausibility of the adverse effects for human 
health derive from the application of an initial risk analysis; its provisional, dynamic and 
exceptional nature as long as the risk assessment improves the knowledge of the uncertainties 
taken into consideration; that its application is due to a management measure in which the 
information provided by the risk assessment allows to identify accurately the source and degree of 
uncertainty that ensure its observance; that the decisions and actions taken should be 
proportional to the possible scope of the risk as regards health and should be based on the 
available scientific data; that the decisions and measures adopted should be in line with the ones 
adopted under analogous circumstances and should be based on all the relevant available 
information, including scientific data; that actions taken to protect consumers' health should be, to 
the extent practicable, the least trade-restricting ones; that the decisions and measures should be 
subject to a permanent and transparent revision, in which the interested parties participate; that 
initial decisions should be revised and other decisions should be adopted in order to maintain, 
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amend, strengthen, or eventually annul any measure according to said information. 
 
  
European Community (CCGP 04/20/4-Add.1) 
The European Community thanks the Codex Secretariat for having redrafted the Proposed Draft 
Principles, and wishes to express its broad support to the proposed text. The European 
Community is of the opinion that it is very important to have guidelines on risk analysis to help the 
governments to protect consumer health. These guidelines will also help Codex Members to fulfil 
their obligations vis-à-vis the WTO Agreements. 
 
European Community (CL 2004/34-GP) 
- whether work proceed on the development of risk analysis principles intended for governments?  
The EC considers that the issue has already been resolved by the 24th session of the CAC and 
was approved as a new activity by the 50th session of the Executive Committee. The EC supports 
the development of these principles which will contribute to helping the governments to develop a 
risk analysis policy to protect the consumer health and to fulfill their obligations arising from Article 
5 (1) of the SPS Agreement. The SPS agreement stipulates that Members shall ensure that their 
measures are scientifically based on an evaluation of the risks taking into account the techniques 
developed by the relevant international organizations. The Codex Alimentarius is the international 
organization recognized by the SPS agreement for the food safety. The Codex has therefore the 
responsibility for providing the members of the WTO with general principles to help governments 
to fulfill their obligations.  
- whether the format of the document as basic principle should be retained?  
The EC considers that it is the responsibility for the Codex Alimentarius, as the relevant 
international organization recognized by the WTO, to set up principles applicable by governments, 
but that it rests with other organizations such as FAO, WHO or the ISO to propose directives or 
guidelines for the practical application of these principles. The EC is satisfied by the way in which 
the document is drafted in the form of principles. The necessary flexibility to adapt their risk 
analysis policy to the regional special conditions must be left to the Members.  
- whether the principles applicable within Codex can be used as basis for discussion with the 
required changes to make them applicable to governments, or if another approach is preferable, 
such as:  
 - referring only to the recommendations of FAO/WHO Expert Consultations  
 - additional guidance from FAO/WHO concerning general risk analysis principles for 
governments?  
The EC considers that the applicable principles within Codex appearing in the Manual of 
Procedure are a good basis for discussion for working out principles applicable to governments. A 
large part of these principles is applicable by governments. On the other hand, more specific 
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principles should be established for governments in fields not covered by the Codex, in particular 
the implementation of the measures and the decisions taken in emergency or when scientific 
knowledge is incomplete.  
The EC opposes another approach as suggested by the Secretariat for the following reasons:  
The recommendations of the mixed FAO/WHO Expert Consultations were not examined, 
discussed and adopted by all the Members of the Codex Alimentarius Commission. They result 
from experts who in spite of their recognized competences do not necessarily represent the 
position of their governments. Their conclusions are not subject to a transparent consultation with 
a debate to which all the Member governments of the Codex can take part to arrive at a general 
consensus. 
The recommendations of international organizations other than the Codex Alimentarius, the OIE 
and the IPPC are not recognized by the SPS Agreement as being the basis on which Members 
have to establish their sanitary or phytosanitary measures.  
- If principles intended for governments are to be developed, the Committee may consider 
including only a reference to the sections that are already included in the adopted Working 
Principles, and retaining the sections that are specifically intended to governments.  
The EC, for reasons of clarity and of reading facility, prefers a complete text appearing in the 
Codex Alimentarius without needing to consult the Manual of Procedure for the parts which are 
common to the Codex and to the Governments. As these two texts will appear in two different 
corpus, it is preferable to maintain them in their entirety. There is no disadvantage in repeating in 
this document the principles intended for the Codex appearing in the Manual of Procedure. To be 
complete such a document should also contain the definitions appearing in the Manual of 
Procedure.  
As it may be difficult to reach consensus on some aspects of risk management, the Committee 
may consider:  

- whether this document should include the section on risk management or separate it in a first 
stage, in order to concentrate on the areas where the consensus appears more likely and to 
advance them to further steps?  
The EC strongly supports the inclusion of the section concerning the management of the risks 
and is opposed to the progression in the step procedure of the sections concerning the risk 
evaluation and communication without the section concerning the risk management. The risk 
analysis is a whole which cannot be divided as is indicated correctly at paragraph 5 of the 
proposed draft principles for risk analysis: "The risk analysis process should follow a structured 
approach incorporating the three distinct but closely linked components of risk analysis (risk 
assessment, risk management and risks communication), each being integral to the overall risk 
analysis process.” 
- if the section on risk management is retained, whether it should include the section on 
precaution in risk management, with the understanding that a general reference to precaution in 
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risk analysis is retained in paragraph 9?  
The EC welcomes  and supports the indication of  precaution as an inherent element in the risk 
analysis  process  which appears in paragraph 11 of Working Principles for Risk Analysis  in the 
Manual of Procedure of the Codex Alimentarius, and identically in paragraph 9 of the proposed 
draft principles for Risk Analysis. However, the EC considers that there is an essential 
difference between the application of the principles for risk analysis by the Codex and by the 
governments: the Commission of the Codex Alimentarius decided at its 24th session not to carry 
out the development of a standard if the scientific data is incomplete. This limitation transfers 
implicitly to the governments the responsibility for taking provisional measures to protect the 
consumers pending complete scientific data. Article 5 (7), of the SPS Agreement authorizes 
Members to adopt temporarily sanitary or phytosanitary measures if the relevant scientific 
evidence is insufficient. The EC considers that the working principles for Risk Analysis for 
governments would be incomplete and ineffectual if these principles did not take into account 
the possibility of taking provisional measures when the available scientific data does not make 
possible to carry out complete risk assessment. Paragraph 32 of the proposed draft principle 
reflects correctly this possibility and the EC supports firmly its inclusion.  
- replacing the section on risk management with a reference to the recommendations of the 
FAO/WHO Expert Consultation on Risk Management and Food Safety?  
The EC considers that this proposal is not suitable for the same reasons invoked higher: The 
recommendations of the FAO/WHO Expert Consultations were not examined, discussed and 
adopted by all the Members of the Codex Alimentarius Commission. They result from experts 
who in spite of their recognized competencies do not represent necessarily the position of their 
governments. Their conclusions are not subject to a transparent consultation with a debate to 
which all the Member governments of the Codex can take part to arrive at a general consensus. 
The recommendations of international organizations other than the Codex Alimentarius, the OIE 
and the IPPC are not recognized by the SPS Agreement as being the basis on which Members 
have to establish their sanitary or phytosanitary measures.  

However, it appeared from the written comments that several countries agreed to proceed with 
consideration of the document in its present format and proposed specific amendments. Should 
the Committee decide to proceed with the consideration of the document, the text attached as 
Annex 2 could be used as basis for discussion? The text was redrafted in the light of the 
comments submitted on the earlier version in CX/GP 04/3, as follows.  
The EC strongly encourages the Committee to continue the examination of the document and 
considers that the amended text appearing as an Annex 2 is considerably improved and 
constitutes a good basis for discussion.  
 
India (CCGP 04/20/4-Add.1) 
At the outset, India commends the efforts put in for preparing the document aimed at providing a 
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framework for the conduct of risk analysis as a guidance document to the governments. 
Last month, the CCFH has finalized a document on Principles and Guidelines for the Conduct of 
Microbiological Risk management and last year, the CCGP had finalized the document on 
Working Principles for Risk Analysis for Application in the Framework of Codex. The draft 
document now under consideration is within the framework of governments and will need to take 
into consideration certain aspects of both these documents.  The following areas, however, need 
to be covered by this document at the appropriate places: 
1) Precautionary principle should not be applied in the framework of this document.  What could 
be used is the decision taken by the CAC at its 24th Session, which is produce below: 
 “81. In view of the above discussion, the Chairperson proposed that the Commission should take 
that following position: When there is evidence that a risk to human health exists but scientific 
data are insufficient or incomplete, the Commission should not proceed to elaborate a standard 
but should consider elaborating a related text, such as a code of practice, provided that such a 
text would be supported by the available scientific evidence.” 
2) Risk management should take into account the economic and technical constraints of 
developing countries to comply with the options selected by importing countries. Enough flexibility 
needs to be provided so that the measures are proportionate to the risk identified and not more 
trade restrictive than required to achieve the Appropriate Level of Protection (ALOP). 
  
Mexico (CL 2004/34-GP) 
Mexico finds it important to develop a document on risk analysis for its application by the 
governments, so as to have a unified document that would provide risk analysis conducted on the 
different products with certainty regardless of the country that produces them. The document 
should reflect mandatory aspects that every risk analysis should meet, such as steps, assessment 
methodologies, databases, risk assessment studies, etc., bearing in mind the different 
technological capacities of member countries. It should also highlight aspects in which 
governments could be given further flexibility to approve according to their capacities and use and 
consumption patterns. Mexico believes that the Standard on Principles of Practical Application for 
Risk Analysis in the Context of Codex Alimentarius could be considered as the basis and that we 
could focus on the missing mechanisms. However, the final version of the document should 
entirely reflect all the aspects required to conduct a risk analysis. In order for risk analysis to be an 
instrument that generates or encourages fair trade practices, considerations aimed at such an end 
should be taken into account.  
 
New Zealand (CL 2004/34-GP) 
New Zealand strongly supports the development of the Working Principles for Risk Analysis for 
food safety as guidance for members. We believe that the CAC has a clear responsibility in terms 
of the WTO SPS Agreement to provide such guidance to enable members to base their sanitary 
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measures on sound science and the principles of risk analysis. 
As to the structure and format of the document, New Zealand is of the view that the principles 
being developed for guidance of governments should fully recognize the principles already 
adopted for application within the framework of Codex. We believe that the draft working 
principles for risk analysis for food safety would benefit from a substantial reorganization in terms 
of format and content to focus on those principles that are relevant to governments. To make the 
document simpler and more concise we see value in referring to those principles that are common 
to Codex and governments and then developing new material that applies only to governments. 
Government competent authorities essentially function as risk managers and increasingly address 
food safety issues in accordance with the structured approach introduced in Para 23 of the Draft 
Working Principles. New Zealand believes that this structure should provide the basic framework 
for this document. Note that Para. 1 states that the purpose of the principles is “to provide a 
framework for the conduct of risk analysis…”. Further it should be noted that there are a number 
of pathways for effective risk management decision making as reflected in successive FAO/WHO 
Expert consultation reports. Explicit recognition of such flexibility in needed in these draft 
principles. New Zealand believes that the current draft does not adequately reflect a practical 
application of risk analysis principles by governments in the day-to-day world of risk management. 
In particular, the document as currently written does not clearly delineate the various principles 
relevant to risk management activities carried out by governments. “Who” does “what” in terms of 
risk management options is not clearly established e.g. government may implement a particular 
option by educating consumers, whereas it may implement a different option by developing a 
regulation. In the latter case, industry applies the risk management option and this is outside the 
risk management framework (as is risk assessment carried out by scientists). 
Any principles concerning monitoring and review also need to be clear as to their intent. The term 
“monitoring” is often applied to the food chain itself as well as to surveillance of human health 
outcomes and this confuses both the intent of this component of risk management and who is 
responsible for carrying it out.  
Finally, New Zealand considers that the principles presented in this document more represent 
strategic risk-based approaches to food safety than day-to-day risk management activities. These 
two streams of enactment of risk analysis by governments need to be better acknowledged in the 
document.   
 
Thailand (CCGP 04/20/4-Add.1) 
We would like to express our appreciation to the secretariat for their efforts in preparing the 
document CX/GP 04/20/4. Concerning the questions raised by the secretariat, we are of the 
opinion that Codex should proceed on the development of risk analysis principles intended for 
governments and the format of the document as basic principles should be retained. 
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United States (CCGP 04/20/4-Add.1) 
The United States believes that CCGP should carefully consider the best approach to developing 
appropriate risk analysis guidance for use by countries before proceeding further with the 
development of the current Proposed Draft Working Principles for Risk Analysis for Food Safety. 
The U.S. notes that, in Annex 1, the Secretariat reports that FAO and WHO are developing a 
Manual on risk analysis, which is in the process of finalization. This manual may be sufficient 
guidance for countries or there may continue to be the need of additional guidance in the form of 
an agreed upon set of over-arching principles, which Codex could develop. However, the next 
step cannot be determined until countries have an opportunity to study the FAO/WHO Manual. 
Given the number and importance of issues before CCGP, a more efficient use of Committee time 
might be to postpone debate on this issue until the Secretariat has circulated the completed 
Manual for review and comment. In any event, consistency between a Codex text and FAO/WHO 
guidance is crucial. 
This issue should be addressed before CCGP initiates a “line-by-line review of Annex 2 to CX/GP 
04/20/4, because once a line-by-line discussion is initiated, fundamental changes to the document 
in either content and/or format become much more difficult to accomplish. 
 
United States (CL 2004/34- GP) 
The United States believes that it is premature for Annex 2 to be discussed until the Codex 
Committee on General Principles (CCGP) has agreed on how to proceed with this work.  In Annex 
1, the Secretariat poses a number of questions that the U.S. believes the Committee should first 
consider.  Specifically,  

• CCGP SHOULD CONSIDER WHETHER THE PRINCIPLES FOR RISK ANALYSIS INTENDED FOR 
GOVERNMENTS SHOULD BE DEVELOPED AS A CODEX DOCUMENT.  IT IS IMPERATIVE THAT CCGP 
HAVE THIS DISCUSSION BEFORE CONSIDERING THE CURRENT DRAFT DOCUMENT. 
• CCGP should consider the format and type of guidance.  Comments at the 21st 
session of CCGP questioned the current format and type of guidance.  The current format 
does not appear suitable as the basis for advice for member countries.  Many of these 
comments proposed that Codex provide more practical guidance to governments on how 
to conduct risk analysis.  Although this is not the “new work” approved by the Commission, 
CCGP could request CAC to reconsider.  The U.S. believes that it is important for CCGP 
to carefully consider the best approach to developing appropriate risk analysis guidance 
for use by countries, before proceeding further with the development of the current version 
of the Proposed Draft Working Principles for Risk Analysis for Food Safety. 
• FAO/WHO are developing a manual on risk analysis, intended to provide essential 
background information and guidance for regulators and other officials responsible for 
managing and/or supervising risk analysis in practice.  FAO/WHO stated that this 
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document presents “principles” to structure and guide the application of risk analysis.  
CCGP should determine whether the guidance in this manual is sufficient. CCGP could, 
after reviewing the manual, consider whether a small set of over-arching principles should 
be developed by Codex to supplement the manual.  In any case, CCGP will have to 
examine the guidance being developed by FAO/WHO before proceeding with the current 
work. 
• CCGP will need to discuss whether the section on precaution in risk management- 
(paragraph 32) should be deleted or retained, given that it could be interpreted to interfere 
with the establishment of interim measures, as addressed under Article 5.7 of the SPS 
Agreement.  As an overall concern, the U.S. has concerns about Codex interpreting or 
paraphrasing members’ obligations under the WTO agreements. 

These questions must be addressed before CCGP initiates a “line-by-line review of Annex 2. 
Recognizing that a Working Group to consider the draft working principles has been scheduled for 
November 6, the U.S. is providing the following specific comments for consideration by the 
Working Group, with the understanding that the above questions must be first considered by the 
22nd (regular) session of CCGP before any “line-by-line” consideration of the Proposed Draft 
Working Principles for Food Safety. 
United States proposed a redraft that is the Annex 1 of the present document. 
 
Consumers International (CCGP 04/20/4-Add.1) 
Our comments on the options proposed in Annex 1 are as follows: 
 Whether work should proceed on the development of risk analysis principles intended for 
governments 
We feel strongly that this work is essential for consumer protection. The adoption of robust 
working principles for risk analysis by national governments could help to reduce food-related 
illness and therefore CI fully supports Codex work in this area. Uniform principles generated by 
Codex would help ensure a harmonised approach among different countries. 
Whether the format of the basic principles should be retained. 
We consider that the format is still appropriate. It clearly sets out the principles relevant to each of 
the three stages in the risk analysis process while recognising that some general aspects apply 
and that there is a need for interaction. Whether the principles applicable within Codex can be 
used as basis for discussion with the required changes to make them applicable to governments, 
or if another approach is preferable such as referring only to the recommendations of FAO/WHO 
Expert Consultations or additional guidance from FAO/WHO concerning general risk analysis 
principles for governments. 
CI welcomed the adoption of the working principles at the last Codex Alimentarius Commission 
meeting. These principles reflect current consensus and understanding of risk analysis and reflect 
the conclusions and recommendations of relevant FAO/WHO expert consultations while 
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recognising developments since the consultations were convened. We therefore consider that it is 
appropriate to use the principles applicable within Codex as the basis for these principles directed 
to governments while recognising that different circumstances may apply at a national level 
compared with application specifically within the context of Codex. 
We are concerned that many of the points of disagreement at the last meeting of the Committee 
focused around concerns about the implications of the working principles for trade and the extent 
to which trade interests were prioritised relative to public health. This tension needs to be resolved 
if progress is to be made. We are concerned therefore that reference to relevant FAO/WHO 
consultations will not resolve this issue. However, if consensus cannot be achieved at this session 
of the Committee, we consider that there may be merit in requesting further clarification and 
examples of how the principles could apply in different situations at the national level. While 
FAO/WHO experts could assist with this process, practical experience drawn from member 
governments and observer organisations would also be important. 
If principles for governments are to be developed, the Committee may consider including only a 
reference to the sections that are already included in the adopted working principles and retaining 
the sections that are specifically intended to governments. 
We are concerned that by cross-referencing to the working principles within the context of Codex, 
these principles directed to governments would not be very user-friendly, could be confusing, 
lacking in clarity and will be inaccessible. We therefore prefer that the document retains its current 
format in the interests of transparency and ease of comprehension. 
 Whether this document should include the section on risk management or separate it in a first 
stage in order to concentrate on the areas where consensus appears more likely and to advance 
them to further steps. 
We do not consider that it is feasible or appropriate to deal with the rest of the document without 
including risk management. Ultimately the whole objective of the risk analysis process is to reach 
decisions about the most appropriate way to manage food safety hazards. Risk management is 
clearly the most contentious section of the document and differences of approach need to be 
resolved in this area if Codex work on risk analysis is to be of value. 
If the section on risk management is retained whether it should include the section on precaution 
in risk management, with the understanding that a general reference to precaution in risk analysis 
is retained in paragraph 9. 
We consider it essential that precaution is referred to within the section on risk management as 
well as within the general aspects section. While precaution should be an inherent element of risk 
analysis in general, it is imperative that principles for its application within the specific context of 
risk management are elaborated within the document. Further comments are provided on 
paragraphs 32 and 33 below. 
Replacing the section on risk management with a reference to the recommendations of the 
FAO/WHO Expert Consultation on Risk Management and Food Safety. 
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The section on risk management must be retained in the document. The principles will be of most 
use and are likely to make the greatest contribution towards improving food safety and protecting 
public health if they can be as clear as possible. The purpose of this document should be to 
explain how risk analysis principles should be applied by member governments within a national 
context and be based on current understanding. The FAO/WHO expert consultation established 
generic principles for risk management for Codex as well as for application by member 
governments and which, while still very relevant and valuable, may not reflect more recent 
developments in this area. 

 

Consumers International (CL 2004/34-GP) 
Consumers International (CI) considers it essential that Codex elaborate Proposed Draft 
Principles for Risk Analysis for Food Safety for use by governments. If the scope of such 
Principles were limited to principles only for use by other Codex Committees and by the 
Commission to develop international food standards, Codex would be failing in its responsibility to 
protect the health of consumers. The protection of consumer health can only be achieved through 
the advice that the Commission gives to governments that may adopt, implement and enforce 
Codex standards. Clear guidance on the principles underlying risk analysis for application at the 
national level is fundamental for the protection of consumer health.  
Comments on the possible options proposed by the Secretariat. 
In line with our previous comments submitted prior to the twentieth session of the Committee, we 
consider that the following approach is most appropriate: 

(i) Whether work should proceed on the development of risk analysis principles intended 
for governments 

As set out above, we consider it essential that this work is progressed in order to ensure that 
consumers are adequately protected. 

(ii) Whether the format of the document as basic principles should be retained 
We still consider this to be the most appropriate format and it fulfills the mandate given to the 
Committee by the Commission. 

(iii) Whether the principles applicable within Codex can be used as a basis for discussion 
with the required changes to make them applicable to governments or if another 
approach is preferable. 

We consider that the principles applicable within Codex, with the amendments set out in the 
current draft included in Annex 2, are a sound basis for discussion and if adopted could make a 
significant contribution towards protecting consumer health. 

(iv) Whether only a reference should be made to sections that are already included in the 
Working Principles, and the sections specifically intended for governments retained. 

We do not think that such an approach would be very transparent, and could lead to a lot of 
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confusion. The documents should stand alone without having to be read by cross-referencing it 
with other documents. 

(v) Whether this document should include the section on risk management or separate it 
in a first stage in order to concentrate on the areas where consensus appears more 
likely to advance them to further steps. 

As the section on risk management has tended to be most contentious, this needs to be tackled 
and discussed along with the rest of the principles, and at the working group session. 

(vi) If the section on risk management is retained, whether it should include the section on 
precaution in risk management, with the general understanding that a general 
reference to precaution in risk analysis is retained in paragraph 9. 

It is essential that precaution is addressed within the section on risk management. This is 
fundamental to consumer protection when decisions have to be made in the face of scientific 
uncertainty. The principles should therefore provide guidance on how this should be applied, as 
set out in paragraphs 32 and 33. 

(vii) Replacing the section on risk management with a reference to the recommendations of 
the FAO/WHO Expert Consultation on Risk Management on Food Safety. 

We do not consider that this is appropriate. As we have explained in our general guidance, we 
consider that this is an area where members of Codex require guidance in order to ensure that 
consumer health is protected. It is therefore essential that these principles are developed in order 
to help provide guidance as to how to apply risk analysis at the national level.  
 
49P (CCGP 04/20/4-Add.1) 
The decision to divide the subject of Risk Analysis into two documents—one for Codex and one 
for governments—was made by the Committee on General Principles and approved at the 50th 
meeting of the Executive Committee. CCGP finished its work expeditiously on the document for 
Codex, and now should move ahead on the current document. This work should be co-ordinated 
with other relevant activities, such as the work on the FAO/WHO Manual on “Food safety Risk 
Analysis”. 
 
49 P (CL 2004/34-GP) 
Our organization is preparing to participate in the special Working Group meeting  on food risk 
analysis principles for governments to be held in Paris prior to the 21st session of the CCGP. That 
meeting, and the current Circular letter are, in our view, part of a process which is delaying any 
substantive work on this topic and contributing to the observation of the Chair at the last meeting 
that CCGP has a reputation of not acting on important matters with speed and efficiency. 
The decision to divide the subject of Risk Analysis into two documents—one for Codex and one 
for governments—was made by the Committee on General Principles at its 17th session and 
approved at the 50th meeting of the Executive Committee.  CCGP finished its work expeditiously 
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on the document for Codex activities, and this was been approved by the Commission in 2003.  
We now should move ahead on our obligation to produce the companion document for 
governments.   
The concerns that have been raised are of two types: textual and contextual.   
We will address these in reverse order. 
Context 
(1) Almost all governments already perform some risk analysis operations, so the 
appropriateness, approaches, techniques, usefulness in the policy process, etc. are not nearly so 
strange and confusing as some commentators suggest. 
(2) Annex 1 of the CL states that “the guidance provided in the document may not be of benefit to 
Members in view of their rights and obligations under the WTO agreements.” However, the WTO 
SPS agreement calls for risk assessment, so there is no conflict, but instead the recognition of a 
need for governments to have a risk assessment capacity.  In addition, the WTO documents 
themselves provide no guidelines in matters of food safety assessment since the WTO is 
supposed to adopt the Codex principles as international norms and thus there is no WTO activity 
that would block the CCGP from moving ahead. Finally, it is not within Codex’ mandate to follow 
the procedures of other international treaties (to which some of its Members are not even Parties). 
We should also recall that at the 20th session of the CCGP. The WTO representative raised no 
objection to the formulation of such principles; indeed, the WTO encouraged the Committee to do 
so. 
(3) Reference has been made to the FAO/WHO activity of producing a Manual and associated 
materials on risk analysis this coming winter as somehow obviating the need for CCGP to work on 
risk principles for governments.  As the representatives of the two parent agencies said during the 
20th session, this Manual is not a set of principles for risk analysis and does not have the legal 
standing of such principles (e.g., as fulfilling the WTO SPS expectations). The 49 P organization 
has reviewed the draft Manual and discussed it with colleagues. At this juncture we can say that 
these materials are totally inadequate to provide the sort of guidance to governments that is 
required of a CCGP draft, no less that might become a WTO norm. The Circular Letter implies the 
same.  We found these materials to be ambiguous and incomplete. As the CCGP Chair stated at 
the meeting last May “the Manual is not the solution for Codex, but it is the other way around.” 
 (4) The principles adopted for use within Codex, and the essentials of the drafts for use by 
governments, adopt recommendations of FAO/WHO Expert Consultations.  It is inappropriate to 
seek expert advice and then wholly reject it (after using it in another context!). 
 

SPECIFIC COMMENTS   
TITLE OF THE 
DOCUMENT 

Argentina (CCGP 04/20/4-Add.2) 
Argentina believes that under the provisions of the Procedural Manual, the title should accurately 
indicate the contents of the standard concerned, because addressing risk analysis without 

Argentina (CCGP 04/20/4 
- Add. 2): “Proposed Draft 
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specifying the scope of application is not the same as limiting in the title the application intended 
for these Principles. Thus, the title should be “Proposed Draft Working Principles For Risk 
Analysis For Food Safety”. 
 
Canada (CCGP 04/20/4-Add.1) 
Canada would like to suggest that the title be changed to: Working Principles for Risk Analysis for 
Application to Food Safety and Nutrition. 
Rationale: Canada recommends text within this document should be consistent with text that was 
agreed upon at the 18th Session of CCGP for the application of Risk Analysis in Codex. In that 
text, the title of the document and the paragraph concerning objectives were changed to reflect 
that these Principles were designed to ensure that food safety and health standards are based on 
risk analysis. For consistency purposes, we suggest the title be changed to Working Principles for 
Risk Analysis for Application to Food Safety and Nutrition. 
 
Chile (CL 2004/34-GP) 
We agree on the modification of the title. In the Spanish version, it should be deleted the word 
“Prácticos” in order for it to be consistent with the English version. 
 

Working Principles For Risk 
Analysis For Food Safety”. 
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SCOPE 
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Principles is to provide a 
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guidance to governments 
for food safety, in order to 
facilitate the application of 
risk analysis to food safety 
issues 

Argentina (CCGP 04/20/4-Add.2) 
In our opinion, it should clearly state that “The purpose of these Principles is to provide a 
framework for governments regarding the conduct of risk analysis applied to food safety risks that 
may affect human health”. In additionally, taking into consideration the discussions held at other 
Codex Committees, it would be necessary to include the definition of Food Safety Objective and 
other definitions in a new heading. 
 
 
 
 
 
Canada (CCGP 04/20/4-Add.1) 
1. The purpose of these Principles is to provide a framework for the conduct of risk analysis 
applied to protecting the health of consumers regarding food safety issues, as guidance to 
governments for food safety, in order to facilitate the application of risk analysis to food safety 
issues. 
Rationale: Canada suggests this modification to highlight that the application of risk analysis is 
broader than addressing the micro or chemical aspects of food safety. There are other aspects of 
food which have an impact on the health of the consumer and standards developed to address 

Argentina (CCGP 04/20/4-
Add.2): “The purpose of 
these Principles is to 
provide a framework for 
governments regarding the 
conduct of risk analysis 
applied to food safety risks 
that may affect human 
health”. 
 
Canada (CCGP 04/20/4-
Add.1): The purpose of 
these Principles is to 
provide a framework for the 
conduct of risk analysis 
applied to protecting the 
health of consumers 
regarding food safety 
issues, as guidance to 
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such risks should also be the result of the application of the risk analysis process. This change 
also makes this paragraph consistent with the suggested revised title. 
 
Chile (CL 2004/34-GP) 
We agree on the proposed changes to paragraphs 2 to 7. 
 
New Zealand (CL 2004/34-GP) 
New Zealand fully agrees with the principle stated in paragraph 2 but suggests that further text is 
needed to acknowledge that there are a range of applications for food safety risk analysis in 
addition to reducing food-borne risks to human health e.g. as a tool to validate new technologies, 
to ensure cost effective implementation of measures, to provide information for ranking of risks for 
the purposes of scientific resource allocation, to judge the equivalence of different measures 
applied to food in international trade. 
 

governments for food 
safety, in order to facilitate 
the application of risk 
analysis to food safety 
issues 
 
 
 
 
 

RISK ANALYSIS – 
GENERAL ASPECTS 
 
2. The overall objective 

of risk analysis applied 
to food safety is to 
ensure public health 
protection. 

 

Canada (CCGP 04/20/4-Add.1) 
Canada recommends that this paragraph be modified as follows and moved to the “Scope” 
section: 
2. The overall objective of risk analysis applied to food safety is to ensure public health protection. 
The objective of these principles is to provide guidance to Codex members so that food safety and 
health related aspects of their measures are based on risk analysis. 
 
 
 
Iran (CL 2004/34-GP) 
Recommends a section as ”Definition” add before “General Aspect”. 
 
 
New Zealand (CL 2004/34-GP) 
New Zealand considers this principle as unnecessary in the context of the document and begs 
the question about what ‘decisions’. 
 
49 P (CL 2004/34-GP) 
In paragraph 2, shouldn’t the word “assessment” be “analysis”, especially since that is the subject 
of this section? This language was transferred from another section on assessment and doesn’t 
quite fit here as written. Codex’ use of peculiar terminology, adopted by OECD for apparently 
political purposes but not consistent with general literature usage, is one of the reasons for such 
confusions.   

Canada (CCGP 04/20/4-
Add.1): To move to the 
Scope: “The objective of 
these principles is to 
provide guidance to Codex 
members so that food 
safety and health related 
aspects of their measures 
are based on risk analysis” 
 
Iran (CL 2004/34-GP) 
recommends a section as 
”Definition” add before 
“General Aspect”. 
 
 
 
49 P (CL 2004/34-GP): 
Shouldn’t the word 
“assessment” be “analysis”, 
especially since that is the 
subject of this section? 
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3. Health and food safety 

aspects of decisions 
and recommendations 
should be based on a 
risk assessment, as 
appropriate to the 
circumstances. 

 

Thailand (CCGP 04/20/4-Add.1) 
It is important that, there should be an explicit adherence to Codex standards, guidelines or 
recommendations in the “Working Principles for Risk Analysis”.  In addition, the text should be 
clear and not open to misapplication in the future.  Therefore, we propose that this paragraph may 
be modified as follows: “Health and food safety aspects of decisions and recommendations should 
be based on a risk assessment, as appropriate to the circumstances on Codex standards, 
guidelines or recommendations where they exist.  Should there be need for additional risk 
assessment, there should be scientific justification to determine whether Codex standards, 
guidelines or recommendations be insufficient to achieve the appropriate levels of protection, to 
ensure food safety”. 
 
 
 
 
 
 
 
 
 
 
 
United States (CCGP 04/20/4-Add.1) 
The United States questions whether this paragraph is needed. It is a restatement of country 
obligations under the SPS Agreement. Further, the principle has been moved to the Risk Analysis 
section, yet continues to reference risk assessment, and as such is confusing. The U.S. would 
delete this principle. 
 
 
 
United States (CL 2004/34-GP) 
The United States questions the placement of this principle.  Because reference is made only to 
risk assessment, one of the three components of risk analysis, the US believes that the original 
position of this statement as the first principle in the Risk Assessment section is preferable to the 
current placement.  Therefore the US would return this principle to the Risk Assessment section 
and renumber the document accordingly. 
 

Thailand (CCGP 04/20/4-
Add.1): “Health and food 
safety aspects of decisions 
and recommendations 
should be based on a risk 
assessment, as appropriate 
to the circumstances on 
Codex standards, 
guidelines or 
recommendations where 
they exist.  Should there be 
need for additional risk 
assessment, there should 
be scientific justification to 
determine whether Codex 
standards, guidelines or 
recommendations be 
insufficient to achieve the 
appropriate levels of 
protection, to ensure food 
safety”. 
 
United States (CCGP 
04/20/4-Add.1): Health and 
food safety aspects of 
decisions and 
recommendations should 
be based on a risk 
assessment, as appropriate 
to the circumstances. 
 
United States (CL 
2004/34-GP) believes that 
the original position of this 
statement as the first 
principle in the Risk 
Assessment section is 
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Consumers International (CCGP 04/20/4-Add.1) 
We do not consider it appropriate to include a paragraph dealing specifically with risk assessment 
in the ‘general aspects’ section. This paragraph is the first paragraph of the Codex ‘Statements of 
Principle Relating to the Role of Food safety Risk Assessment’ and therefore more appropriately 
fits in the ‘risk assessment’ section of the document. It also fails to recognise the need to have 
regard to other legitimate factors that are relevant. We therefore suggest that it is amended as 
follows: ‘Health and food safety decisions and recommendations should be based on a risk 
assessment and other legitimate factors as appropriate to the circumstances.’ 
 
 
 
 
Consumers International (CL 2004/34-GP) 
As this paragraph specifically deals with risk assessment, we consider that it is more appropriate 
to include it in the section on risk assessment. If it is to be retained in the general aspects section, 
reference should also be made to other legitimate factors which may guide health and food safety 
decisions and recommendations in addition to the risk assessment.  
CI believes that CCGP should draw attention in a footnote to the Principles and Guidelines for the 
Exchange of Information in Food Safety Emergency Situations, approved by the 27th Session of 
the Commission (ALINORM 04/27/22, Appendix II, paragraph 61). These principles are to aid 
governments to make decisions to protect consumer health when there may not be time to base 
decisions on a risk assessment. 
 

preferable to the current 
placement. 
 
Consumers International 
(CCGP 04/20/4-Add.1): 
More appropriately fits in 
the ‘risk assessment’ 
section. ‘Health and food 
safety decisions and 
recommendations should 
be based on a risk 
assessment and other 
legitimate factors as 
appropriate to the 
circumstances 
 

4. The risk analysis 
process and all its 
components should be 
− applied consistently, 
− open, transparent and 
documented. 

 
 

Iran (CL 2004/34-GP) 
Line 2: “open” change to ”available” 
 
 
 
Consumers International (CCGP 04/20/4-Add.1) 
It is useful to clarify here that ‘all components’ of the risk analysis process should be applied 
consistently and be open, transparent and documented. We therefore do not consider it 
appropriate to delete the words ‘and all of its components.’ We suggest that the paragraph be 
redrafted as: 
‘All components of the risk analysis process should be 
    - applied consistently 

Iran (CL 2004/34-GP) 
Line 2: − open available, 
transparent and 
documented 
 
Consumers International 
(CCGP 04/20/4-Add.1): All 
components of the risk 
analysis process should be: 
- applied consistently 
- open, transparent and 
documented. 
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    - open, transparent and documented. 
 
Consumers International (CL 2004/34-GP) 
We believe it is helpful to make it clear that all components of risk analysis should be applied 
consistently and be open, transparent and documented and therefore would prefer ‘and all its 
components’ to be retained.  
 

 

5. The risk analysis 
process should follow a 
structured approach 
incorporating the three 
distinct but closely linked 
components of risk 
analysis (risk assessment, 
risk management and risk 
communication), each 
being integral to the 
overall risk analysis 
process. The three 
components of risk 
analysis should be applied 
within an overarching 
framework of strategies 
and policies to manage 
food related risks to 
human health.   

 

49 P (CL 2004/34-GP) 
We are pleased to see the statement in paragraph 5 that the 3 components of risk analysis are 
“closely linked,” as we have several times pointed out that this conceptual schema does not reflect 
the way most analyses are actually done.   

 

6. The three 
components of risk 
analysis should be 
documented fully and 
systematically in a 
transparent manner.  
While respecting 
legitimate concerns to 
preserve confidentiality, 

  



 36

documentation should be 
accessible to all interested 
parties11.  

 
7. Effective 

communication and 
consultation with all 
interested parties 
should be ensured 
established and 
maintained throughout 
the risk analysis 
process.   

Argentina (CCGP 04/20/4-Add.2) 
Argentina takes into consideration and agrees with the approved provisions under item 7, which 
states that “Effective communication and consultation with all interested parties should be ensured 
throughout the risk analysis”, but we are also interested in ensuring that assessors’ independence 
and objectivity is maintained throughout the risk assessment process. It should be considered that 
some interested parties may, due to a lack of scientific knowledge in the relevant areas, prejudge 
or misjudge hazards which are actually nonexistent, minimal, or not significant. It should therefore 
be ensured that assessors, when conducting food safety risk assessment, such concerns should 
not interfere in the analysis and the presentation of the outcome.  
In addition, it should be pointed out that “the concerns” are generally negative views of the facts 
and the only way to ensure a balance of these circumstances is to compare this with the lack of 
“concern” evident in other sectors or in similar parties.  
A way to ensure this is that to provide assessors with information that has been scientifically 
validated. 
 

Argentina (CCGP 04/20/4-
Add.2): To ensure this is that 
to provide assessors with 
information that has been 
scientifically validated. 
 

8. There should be a 
functional separation 
of risk assessment and 
risk management, to 
the extent practicable, 
in order to ensure the 
scientific integrity of 
the risk assessment, to 
avoid confusion over 
the functions to be 
performed by risk 
assessors and risk 
managers and to 
reduce any conflict of 

Argentina (CCGP 04/20/4-Add.2) 
As expressed at the discussion on Principles for Risk Analysis in the framework of Codex, we 
believe that it should be ensured that, beyond reasonable doubt, there is a functional separation 
between risk assessment and risk management. This division, then, should not be considered only 
“to the extent possible”, as this functional division is the only way to guarantee the purity of the 
information, criterion independence, and the integrity of the scientific analysis with which the results 
of the risk assessment are achieved. This way, it could be ensured that the degree of uncertainty 
inherent in this stage is not increased by external interference at this stage. In this respect, it is 
worth highlighting item 9 of the Working Principles12, which states “There should be a functional 
separation of risk assessment and risk management, in order to ensure the scientific integrity of the 
risk assessment, to avoid confusion over the functions to be performed by risk assessors and risk 
managers and to reduce any conflict of interest”.   
 
Chile (CL 2004/34-GP) 

Argentina (CCGP 04/20/4-
Add.2): There should be a 
functional separation of risk 
assessment and risk 
management, to the extent 
practicable, in order to …. 
 
 
 
 
 
 
Chile (CL 2004/34-GP): It 
should be added the phrase 

                                                   
11  For the purpose of the present document, the term “interested parties” refers to “risk assessors, risk managers, consumers, industry, the academic community and, as appropriate, other 
relevant parties and their representative organizations” (see definition of “Risk Communication”) 
 
12 Working Principles for Risk Analysis for Application in the framework of the CODEX Alimentarius, Procedural Manual CODEX Alimentarius Commission 
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interest.  However, it is 
recognized that risk 
analysis is an iterative 
process, and 
interaction between 
risk managers and risk 
assessors is essential 
for practical 
application.  

 

Even when we agree on the spirit, in practice, in several developing countries, in the case of most 
risk analysis, the assessment and management responsibility correspond to the same expert. It 
should be added the phrase “If possible” at the beginning and the phrase "in order to" should be 
replaced with the expression “being it necessary to”. 
 
 
 
Cuba (CL 2004/34-GP) 
"…. in order to ensure the scientific integrity of the risk assessment, to avoid confusion 
among..."  
  
 
 
Iran (CL 2004/34-GP) 
Line 1: “separation” change to “identified” or ”characteristics”. 
 
 
Philippines (CL 2004/34-GP) 
There should be a functional separation of risk assessment and risk management, to the extent 
practicable, in order to ensure the scientific integrity of the risk assessment, to avoid confusion 
over the functions to be performed by risk assessors and risk managers and to reduce any conflict 
of interest.  However, it is recognized that risk analysis is an iterative process, and interaction 
between risk managers and risk assessors is essential for practical application.  
The Philippines agrees with the provision of para.8 considering that the risk assessment and risk 
management of developing countries are lodged in one agency. 
 
United States (CCGP 04/20/4-Add.1) 
The United States believes that a sentence should be added to this principle, to read: Interaction 
between risk assessors and risk managers, which is needed to develop meaningful risk 
assessment, should be transparent. 
 
49 P (CL 2004/34-GP) 
It follows, therefore, that paragraph 8 should not proclaim that there should be “functional 
separation” of assessment and management; at the least, the proposed insertion of “to the extent 
possible” is necessary to account for the real world.  Similarly, we appreciate the recognition of 
the iterative nature of these processes. 
 

“If possible” at the 
beginning and the phrase 
"in order to" should be 
replaced with the 
expression “being it 
necessary to”. 
 
Cuba (CL 2004/34-GP): 
"…. in order to ensure the 
scientific integrity of the risk 
assessment, to avoid the 
risk of confusion among..." 
 
Iran (CL 2004/34-GP): 
“There should be a 
functional separation 
“identified” or 
”characteristics”. 
of risk assessment and 
 
 
 
 
 
 
 
 
 
United States (CCGP 
04/20/4-Add.1): …and 
Interaction between risk 
assessors and risk 
managers, which is needed 
to develop meaningful risk 
assessment, should be 
transparent. 
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9. Precaution is an 
inherent element of 
risk analysis. Many 
sources of uncertainty 
exist in the process of 
risk assessment and 
risk management of 
food related hazards to 
human health. The 
degree of uncertainty 
and variability in the 
available scientific 
information should be 
explicitly considered in 
the risk analysis 
process.  The risk 
management options 
selected should reflect 
the assumptions used 
for the risk 
assessment, the 
degree of uncertainty 
and the characteristics 
of the hazard. 

 

Argentina (CCGP 04/20/4-Add.2) 
As regards Paragraph 9 on precaution, Argentina believes that a number of interesting discussions 
have been held in this regard within Codex, which reflected the position of their members on this 
matter. We also believe that, to the extent possible, they should not be repeated, as nothing 
indicates that Members have changed their opinion on this issue.  
The approach to this matter has shown that the inclusion of subtle changes regarding the 
provisions under Article 5.7 of the SPS Agreement might seriously affect WTO Members’ rights and 
obligations, thus providing “legal” grounds for sanitary measures which, in the light of the current 
legal basis, would not constitute an exception under the provisions of Article 5.7 of the SPS.    
In particular, we do not agree with the overall idea expressed in this paragraph regarding the 
existence of a number of sources of uncertainty in the risk assessment process and the risk 
management process. However, the uncertainty and the characteristics of the risks must be 
reflected in the above-mentioned process in a reliable manner. In addition, we believe that the 
supposed cases hereby mentioned result in an ambiguous term which, depending on the 
interpretation, might be included within uncertainties. 
In the light of this reality, Argentina believes that it is preferable not to include this issue in a 
document. We believe that the legal basis and the criteria for the application of measures by 
governments should be those established in the SPS Agreement. 
 
Chile (CL 2004/34-GP) 
We suggest deleting the phrase “and variability in the available scientific information should be 
explicitly considered" and replacing it with the phrase “should be explicitly identified and 
considered" because the variability is, inter alia, a source of uncertainty. 
The Spanish version of this very paragraph refers to “incertidumbre científica”, while the English 
version only to “uncertainty". 
 
New Zealand (CL 2004/34-GP) 
Referring to the ‘characteristics of the hazard’ is redundant as it is implicit in the risk assessment. 
 
United States (CCGP 04/20/4-Add.1) 
The United States questions whether the reference to hazard characterization should not refer to 
risk characterization. The U.S. would rewrite the final sentence of this principle to read: 
The risk management options selected should reflect the assumptions used for the risk 
assessment and should be consistent with the degree and characteristics of the risk to public 
health. 
 
United States (CL 2004/34-GP) 

Argentina (CCGP 04/20/4-
Add.2): it is preferable not to 
include this issue in a 
document. We believe that 
the legal basis and the 
criteria for the application of 
measures by governments 
should be those established 
in the SPS Agreement. 

 
 
 
 
 
 
 
 
Chile (CL 2004/34-GP): To 
delete the phrase “and 
variability in the available 
scientific information should 
be explicitly considered" 
and replacing it with the 
phrase “should be explicitly 
identified and considered." 
 
United States (CCGP 
04/20/4-Add.1): … risk 
analysis process.  The risk 
management options 
selected should reflect the 
assumptions used for the 
risk assessment and should 
be consistent with the 
degree and characteristics 
of the risk to public health. 
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The final sentence of this principle refers to risk management, rather than to the general aspects 
of risk analysis.  The United States would move this statement to the Risk Management section as 
a separate principle.  As this is a primary consideration in selecting risk management options, the 
“principle” could be placed just after current 25bis).  Also the US questions whether the reference 
to hazard characterization should be a reference to risk characterization.  The US would rewrite 
this new principle to read: “The risk management options selected should reflect the assumptions 
used for the risk assessment and the degree of uncertainty in the risk characterization.” 
 
Consumers International (CL 2004/34-GP) 
CI proposes that this paragraph be amended so that the last sentence makes reference to “data 
gaps, uncertainties and their documented affects on risk management decisions” instead of 
“degree of uncertainty”.  
 
49 P (CL 2004/34-GP) 
In paragraph 9, we are not certain (although English is our mother tongue) what is meant by the 
verb “reflect” in the proposed insertion; since this “reflection” should be transparent, as we hope 
the Secretariat intended, we propose that the word be replaced by a less ambiguous verb such as 
“specify” or “detail” or “discuss.” 

 
United States (CL 
2004/34-GP): The final 
sentence of this principle 
The U.S. would rewrite this 
new principle to read: “The 
risk management options 
selected should reflect the 
assumptions used for the 
risk assessment and the 
degree of uncertainty in the 
risk characterization.” 
Consumers International 
The risk management options
the assumptions used for th
degree of uncertainty data g
their documented affects 
decisions and the characteris
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RISK ASSESSMENT 
POLICY 

 

 

Argentina (CCGP 04/20/4-Add.2) 
Regarding Risk Assessment Policy, Argentina believes that the drafting of this item is unclear. 
Therefore, it provides governments with little input. This inclusion should take into consideration 
other elements that serve as effective guidance, for example, how risk assessment priorities shall 
be established, i.e. on the basis of what parameters or information, clearer rules that establish the 
independence of the stages of the risk assessment process and the risk management process 
regarding the outcome and the procedures for interaction between risk assessors and risk 
managers, as well as the procedures and time for measure review. 
Also, as we are addressing risk analysis policy for food safety, it should be clear that some 
interested parties’ perceptions may be considered in the risk management stage, but if these 
perceptions do not have scientific grounds they should not affect the outcome of the stage of risk 
assessment for food safety or interfere with them. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
United States (CCGP 04/20/4-Add.1) 
This section (10 to 13), taken together with the definition of “risk assessment policy” provides very 
little guidance to countries on what should be considered within a risk assessment policy. 
Elements that could be further expanded in guidance to countries could include: priority setting for 
risk assessments, modes of interaction between risk assessors and risk managers, selection 
criteria for risk assessors, allocation of resources, and use of peer review, etc. This is the type of 
practical guidance countries, especially developing countries, would find more beneficial than a 
set of principles. 
 
 
 

Argentina (CCGP 04/20/4-
Add.2): This inclusion 
should take into 
consideration other 
elements that serve as 
effective guidance, for 
example, how risk 
assessment priorities shall 
be established, i.e. on the 
basis of what parameters 
or information, clearer rules 
that establish the 
independence of the stages 
of the risk assessment 
process and the risk 
management process 
regarding the outcome and 
the procedures for 
interaction between risk 
assessors and risk 
managers, as well as the 
procedures and time for 
measure review. 
 
United States (CCGP 
04/20/4-Add.1): Elements 
that could be further 
expanded in guidance to 
countries could include: 
priority setting for risk 
assessments, modes of 
interaction between risk 
assessors and risk 
managers, selection criteria 
for risk assessors, 
allocation of resources, and 
use of peer review, etc. 
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United States (CL 2004/34-GP) 
This section, taken together with the definition of “risk assessment policy”, provides very little 
guidance to countries on what should be considered within a risk assessment policy.  Perhaps a 
footnote to the title, explaining risk assessment policy would be useful.  Such footnote could read: 
“Elements of risk assessment policy include, among others: priority setting for risk assessments, 
modes of interaction between risk assessors and risk managers, selection criteria for risk 
assessors, allocation of resources, and use of peer review”. 
 

United States (CL 
2004/34-GP): Footnote to 
the title, Such footnote 
could read: “Elements of 
risk assessment policy 
include, among others: 
priority setting for risk 
assessments, modes of 
interaction between risk 
assessors and risk 
managers, selection criteria 
for risk assessors, 
allocation of resources, and 
use of peer review”. 
 

10. Determination of risk 
assessment policy 
should be included as 
a specific component 
of risk management.  

 

New Zealand (CL 2004/34-GP) 
New Zealand suggests that establishment of risk assessment policy alone will not ensure that risk 
assessments are ‘systematic, complete, unbiased and transparent’. The text of this paragraph 
should realistically describe what risk assessment policy provides. 

 

11. Risk assessment 
policy should be 
established by risk 
managers in advance 
of risk assessment, in 
consultation with risk 
assessors and all 
other interested 
parties, in order to 
ensure that the risk 
assessment process is 
systematic, complete, 
unbiased and 
transparent.  

 

Cuba (CL 2004/34-GP) 
To redraft it in such a way that its interpretation is consistent and that it refers to risk assessors 
and managers instead of “los encargados de la evaluación de riesgos y los encargados de la 
gestión de riesgos” (those in charge of the risk assessment and those in charge of the risk 
management). 
 

Cuba (CL 2004/34-GP): To 
redraft it in such a way that 
its interpretation is 
consistent and that it refers 
to risk assessors and 
managers instead of “los 
encargados de la 
evaluación de riesgos y los 
encargados de la gestión 
de riesgos” (those in charge 
of the risk assessment and 
those in charge of the risk 
management). 
 

12. The mandate given by Cuba (CL 2004/34-GP) Cuba (CL 2004/34-GP): To 
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risk managers to risk 
assessors should be 
as clear as possible 

 

To redraft it in such a way that its interpretation is consistent and that it refers to risk assessors 
and managers instead of “los encargados de la evaluación de riesgos y los encargados de la 
gestión de riesgos” (those in charge of the risk assessment and those in charge of the risk 
management). 
 

redraft it in such a way that 
its interpretation is 
consistent and that it refers 
to risk assessors and 
managers instead of “los 
encargados de la 
evaluación de riesgos y los 
encargados de la gestión 
de riesgos” (those in charge 
of the risk assessment and 
those in charge of the risk 
management). 
 

13. Where necessary, risk 
managers should ask 
risk assessors to 
evaluate the potential 
changes in risk 
resulting from different 
risk management 
options.  

 
 

Chile (CL 2004/34-GP) 
We suggest replacing the phrase at the beginning ”Where necessary” with the phrase “When 
appropriate” and replacing the word “should” with the word “may”.  
 
 
 
 
 
Cuba (CL 2004/34-GP) 
To redraft it in such a way that its interpretation is consistent and that it refers to risk assessors 
and managers instead of “los encargados de la evaluación de riesgos y los encargados de la 
gestión de riesgos” (those in charge of the risk assessment and those in charge of the risk 
management). 
 
 
 
 
 
 
 
 
 
 
New Zealand (CL 2004/34-GP) 

Chile (CL 2004/34-GP): To 
replace the phrase at the 
beginning ”Where 
necessary” with the phrase 
“When appropriate” and 
replacing the word “should” 
with the word “may”. 
 
Cuba (CL 2004/34-GP): To 
redraft it in such a way that 
its interpretation is 
consistent and that it refers 
to risk assessors and 
managers instead of “los 
encargados de la 
evaluación de riesgos y los 
encargados de la gestión 
de riesgos” (those in charge 
of the risk assessment and 
those in charge of the risk 
management). 
 
 
 



 43

The activity described under this paragraph is not part of risk assessment policy. It can be 
described more appropriately as an output of risk assessment. 
 
United States (CL 2004/34-GP) 
This “principle” is not a component of risk assessment policy.  Rather it reflects the iterative 
approach that must sometimes be followed in selecting a risk management option.  As such, the 
United States would move this statement to the “risk management” section.  It can perhaps be 
combined with current Principle 27, where the possible need for alternative options is recognized. 
 
 

United States (CL 
2004/34-GP): As such, the 
United States would move 
this statement to the “risk 
management” section.  It 
can perhaps be combined 
with current Principle 27, 
where the possible need for 
alternative options is 
recognized. 
 

RISK ASSESSMENT 
 
Health and food safety 
aspects of decisions and 
recommendations should 
be based on a risk 
assessment, as 
appropriate to the 
circumstances. 
(transferred to RISK 
ANALYSIS – para. 3) 
 
14. Food safety risk 

assessment should be 
soundly based on 
science, should 
incorporate the four 
steps of the risk 
assessment process, 
i.e. hazard 
identification, hazard 
characterization, 
exposure assessment 
and risk 
characterization, and 
should be documented 

Cuba (CL 2004/34-GP) 
It should be redrafted in a clearer way, to read:  
“Food safety risk assessment should be soundly based on science, should be documented in a 
transparent manner, and should incorporate the four steps of the risk assessment process, i.e. 
hazard identification, hazard characterization, exposure assessment and risk characterization."  
 
 
 
 
 
 
 
 
Mexico (CL 2004/34- GP) 
Risk analyses cannot be imported because the cultural, economic and social conditions of the 
countries are very different and this makes risk analysis have different characteristics. However, 
some basic aspects should be considered and the fundamental analysis criteria should be unified 
in such a way that most countries, regardless of their degree of development, are able to adopt 
them, i.e. taking into account the different technological capacities of each country as, if not so, 
that could lead to significant distortions that may turn into non-tariff barriers. 
 
New Zealand (CL 2004/34-GP) 
This statement is too rigid in terms of the four steps. While appropriate in some contexts, we need 
to recognize that some risk assessments may use alternative components and still be robust, e.g. 
use of human health epidemiological data as an estimate of risk. 
 

Cuba (CL 2004/34-GP): 
"Food safety risk 
assessment should be 
soundly based on science 
should be documented in a 
transparent manner and 
should incorporate the four 
steps of the risk 
assessment process, i.e. 
hazard identification, 
hazard characterization, 
exposure assessment and 
risk characterization, and 
should be documented in a 
transparent manner." 
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in a transparent 
manner.  

 

49 P (CL 2004/34-GP) 
The introductory words of paragraph 14 (“soundly based on science”) are not consistent with the 
rest of the document (e.g., paragraph 9 on uncertainty; see also new paragraph 20). We suggest 
insertion of the qualifying phrase “insofar as possible” to reflect the inevitable admixture of 
assumptions, uncertainties, ignorance, etc. in the assessment procedure. 
 

15. The scope and 
purpose of the 
particular risk 
assessment being 
carried out should be 
clearly stated. The 
output form and 
possible alternative 
outputs of the risk 
assessment should be 
defined.   

 

Cuba (CL 2004/34-GP) 
As follows: “The scope and purpose of the particular risk assessment, as well as the output form, 
should be clearly stated".  
 

Cuba (CL 2004/34-GP): 
“The scope and purpose of 
the particular risk 
assessment, as well as the 
output form, should be 
clearly stated. The output 
form and possible 
alternative outputs of the 
risk assessment should be 
defined." 
 
 

16. Government officials 
involved in risk 
assessments should 
have no personal 
interests or biases with 
regard to the subjects 
of their risk 
assessments. 
Information on the 
identities of these 
government experts, 
their individual 
expertise and their 
professional 
experience should be 
publicly available.  
Experts from outside 
government 
responsible for risk 

Chile (CL 2004/34-GP) 
We propose some changes so that, to its effects, no distinction among government officials and 
others as to conflicts of interest is possible. It is suggested replacing the sentence “Government 
officials (...) risk assessments" with the phrase “Risk assessors should have no personal interests 
or biases with regard to the subjects of their risk assessments." After the stop, it is suggested 
replacing "Experts from outside government responsible for risk assessment should be selected" 
with “Experts responsible for risk assessment should be selected."  
 
 
 
 
 
 
 
 
 
 
 
 

Chile (CL 2004/34-GP): It is 
suggested replacing the 
sentence “Government 
officials (...) risk 
assessments" with the 
phrase “Risk assessors 
should have no personal 
interests or biases with 
regard to the subjects of 
their risk assessments." 
After the stop, it is 
suggested replacing 
"Experts from outside 
government responsible for 
risk assessment should be 
selected" with “Experts 
responsible for risk 
assessment should be 
selected." 
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assessment should be 
selected in a 
transparent manner on 
the basis of their 
expertise and their 
independence with 
regard to the interests 
involved.  The 
procedures used to 
select these experts 
should be documented 
including a public 
declaration of any 
potential conflict of 
interest.  This 
declaration should also 
identify and detail their 
individual expertise 
and experience.   

 

 
European Community (CCGP 04/20/4-Add.1) 
Add at the end of second sentence “taking into account the need to protect them from external 
influence during the risk assessment process”. 
 
 
 
 
 
 
 
 
 
 
 
New Zealand (CL 2004/34-GP) 
This is, in part, unrealistic. Many government officials are passionate about their areas of work and 
may have had an involvement in other than government risk assessment activities (e.g. 
involvement in FAO/WHO expert groups).  We believe that the paragraph could more 
appropriately state that ‘Government officials involved in risk assessment should be objective in 
their scientific work and not be subject to any conflict of interest.’ 
 
 
 
 
 
 
 
Thailand (CCGP 04/20/4-Add.1) 
We propose to replace the term “personal interests” with “conflict of interest” 
 
 
 
United States (CCGP 04/20/4-Add.1) 
The United States is concerned that this principle is over broad and reflects unrealistic 
expectations. Having completely unbiased experts who understand the subject and associated 
science is probably impossible. The correct emphasis should be on transparency. For simplicity, 

 
European Community 
(CCGP 04/20/4-Add.1): …. 
Information on the identities 
of these government 
experts, their individual 
expertise and their 
professional experience 
should be publicly 
available, taking into 
account the need to protect 
them from external 
influence during the risk 
assessment process. 
 
New Zealand (CL 2004/34-
GP): Government officials 
involved in risk 
assessments should have 
no personal interests or 
biases with regard to the 
subjects of their risk 
assessments. be objective 
in their scientific work and 
not be subject to any 
conflict of interest.’  
Information …” 
 
Thailand (CCGP 04/20/4-
Add.1): have no personal 
interests conflict of interest 
or biases 
 
United States (CCGP 
04/20/4-Add.1): rewrite the 
principle, to read: “Experts 
responsible for risk 
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the U.S. would delete the first two sentences of this principle, and have the principle refer to all 
experts. Therefore the U.S. would rewrite the principle, to read: 
Experts responsible for risk assessment should be selected in a transparent manner on the basis 
of their expertise and their independence with regard to the interests involved. The procedures 
used to select these experts should be documented including a public declaration of any potential 
conflict of interest. This declaration should also identify and detail their individual expertise and 
experience. 
 
 
 
 
 
 
 
 
 
 
 
United States (CL 2004/34-GP) 
The United States is concerned that this principle is over broad and reflects unrealistic 
expectations.  Having completely unbiased experts who understand the subject and associated 
science is unlikely.  The correct emphasis should be on transparency.  Therefore, the U.S. would 
delete the first sentence of this principle. 
 
Consumers International (CCGP 04/20/4-Add.1) 
We fully support the principle established within this paragraph that government officials involved 
in risk assessments should have no personal interests or biases with regard to the subjects of 
their risk assessments and that information on the identities of these government experts, their 
individual expertise and their professional experience should be made publicly available. We 
consider that this should also extend to any financial interests and therefore propose that the 
second sentence is re-worded to include this as follows: 
‘Information on the identities of these government experts, their individual expertise, their 
professional experience and any other personal or financial interests should be made publicly 
available’. 
We also agree that experts from outside government should be selected in a transparent manner 
and that there should be a public declaration of any potential conflict of interest, and that this 
should also identify and detail their individual expertise and experience. 
 

assessment should be 
selected in a transparent 
manner on the basis of their 
expertise and their 
independence with regard 
to the interests involved. 
The procedures used to 
select these experts should 
be documented including a 
public declaration of any 
potential conflict of interest. 
This declaration should also 
identify and detail their 
individual expertise and 
experience.” 
 
United States (CL 
2004/34-GP): The U.S. 
would delete the first 
sentence of this principle. 
 
Consumers International 
(CCGP 04/20/4-Add.1): 
Propose that the second 
sentence is re-worded to 
include this as follows: 
‘Information on the 
identities of these 
government experts, their 
individual expertise, their 
professional experience 
and any other personal or 
financial interests should be 
made publicly available’. 
 
Consumers International 
(CL 2004/34-GP): A 
footnote should be added to 
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Consumers International (CL 2004/34-GP) 
We support the wording proposed by the Secretariat which makes this paragraph much clearer 
and more comprehensive. A footnote should be added to the word ‘personal’ in the first sentence 
to indicate that “personal should be understood to include financial interests and corporate 
interests”. 
 
49P (CCGP 04/20/4-Add.1) 
We support including ecological conditions and other legitimate factors (Principles 16, 24, 25) 
when relevant to a risk assessment. For example, as a subunit of WHO has found, human health 
may be affected indirectly by environmental factors as regards genetically engineered foods: 
Potential effects on human health of the consumption of foods derived from biotechnology and of 
the release of GMOs (especially plants) in the environment are generally recognized as public 
concerns.  
 

the word ‘personal’ in the 
first sentence to indicate 
that “personal should be 
understood to include 
financial interests and 
corporate interests”. 
 
 
 
 
 
 
 

17. Risk assessment 
should be based on all 
available scientific 
data. It should use 
available quantitative 
information to the 
greatest extent 
possible.  Risk 
assessment may also 
take into account 
qualitative information. 

 

Argentina(CCGP 04/20/4-Add.2) 
The qualitative data are mentioned. In our opinion, said mention is very wide and gives rise to the 
possibility to use any qualitative datum. Therefore, it should be specified that said qualitative 
information will be considered if appropriate and only when it needs to be included. 
 
 
 
 
Chile (CL 2004/34-GP) 
It is suggested replacing “It should use (...) possible" with the sentence “It should use quantitative 
data to the greatest extent possible." However, in some cases, in the absence of quantitative data, 
it should be considered the available scientific information that is semi-quantitative or qualitative. 
 
 
United States (CCGP 04/20/4-Add.1) 
The use of qualitative information as presented in this principle is too open-ended.  The United 
States believes that the word “relevant” should be inserted before “qualitative” and the phrase, 
“when appropriate” at the end of the sentence, to read: Risk assessment should be based on all 
available scientific data. It should use available quantitative information to the greatest extent 
possible. Risk assessment may also take into account relevant qualitative information, when 
appropriate. 

Argentina (CCGP 04/20/4-
Add.2): Therefore, it should 
be specified that said 
qualitative information will 
be considered if appropriate 
and only when it needs to 
be included. 
 
Chile (CL 2004/34-GP): It is 
suggested replacing “It 
should use (...) possible" 
with the sentence “It should 
use quantitative data to the 
greatest extent possible." 
 
United States (CCGP 
04/20/4-Add.1): Risk 
assessment should be 
based on all available 
scientific data. It should use 
available quantitative 
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United States (CL 2004/34-GP) 
The same comment to  CCGP 04/20/4-Add.1. 

information to the greatest 
extent possible. Risk 
assessment may also take 
into account relevant 
qualitative information, 
when appropriate. 
 
United States (CL 
2004/34-GP): The same 
comment to CCGP 04/20/4-
Add.1. 
 

18. Risk assessment 
should take into 
account relevant 
ecological and 
environmental 
conditions, production, 
transport, storage and 
handling practices 
used throughout the 
food chain including 
traditional practices, 
methods of analysis, 
sampling and 
inspection and the 
prevalence of specific 
adverse health effects. 

 
 

Argentina (CCGP 04/20/4-Add.2) 
Bearing in mind that risks related to ecological and environmental issues are part of the relevant 
factors that, in some cases, must be taken into account in conducting a risk assessment, we 
believe that the reference to "ecological and environmental conditions" should be deleted since it 
is not possible to establish a thorough list of these. 

 
 
Brazil (CCGP 04/20/4-Add.1) 
Regarding paragraphs 18 and 25, Brazil would like to ask for clarification about the inclusion of 
the expression “ecological and environmental conditions” since these issues are not included 
in the mandate of Codex. 
 
Brazil  (CL 2004/34-GP) 
Repeats comments CCGP 04/20/4-Add.1. 
 
Canada (CCGP 04/20/4-Add.1) 
Risk assessment should take into account relevant ecological and environmental conditions, 
production, transport, storage and handling practices which may have an impact on the safety and 
nutritional quality of the food, used throughout the food chain including traditional practices, 
methods of analysis, sampling and inspection and the prevalence of specific adverse health 
effects. 
Rationale: Addition of the text “which may have an impact on the safety and nutritional quality of 
the food” makes more explicit that the “relevant ecological and environmental conditions” are 
those which apply to the safety and nutritional quality of food and will thus enhance consistent 
interpretation of this paragraph. 

Argentina (CCGP 04/20/4-
Add.2): “Risk assessment 
should take into account 
relevant ecological and 
environmental conditions, 
production, transport, 
storage and handling…” 
 
 
 
 
 
 
 
 
Canada (CCGP 04/20/4-
Add.1): Addition of the text 
“Risk assessment should 
take into account relevant 
ecological and 
environmental conditions, 
production, transport, 
storage and handling 
practices which may have 
an impact on the safety and 
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Chile (CL 2004/34-GP) 
It is suggested deleting the phrase “ecological (...) effects" and replacing it with “the impact of all 
specific health effects throughout the entire food chain.” 
We do not find it appropriate to highlight some factors as we believe that "all" aspects related to 
food safety should be considered. 
 
 
 
Iran (CL 2004/34-GP) 
Line 1: after ”production” add ”processing” 
 
 
 
 
 
Mexico (CL 2004/34-GP) 
We suggest that Codex should abide by its mandate and not include ecological and environmental 
aspects in its documents. 
 
New Zealand (CL 2004/34-GP) 
Risk assessment is a scientific discipline and risk estimates will be generated within a specific 
hazard/food chain context. We believe that it is unnecessary to refer to ‘relevant ecological and 
environmental conditions’. These words should be deleted from this as well as Para 25. 
 
 
United States (CCGP 04/20/4-Add.1) 
The phrase “ecological and environmental conditions” as it appears in the principle is too broad 
and vague. In some food safety risk assessments (e.g., pesticides, veterinary drugs) it may be 
appropriate to consider how the environment or ecology may affect the hazard. However, other 
types of effects on the environment or ecology would be considered in other risk assessments that 
the risk manager would take into account when determining the risk management options to be 
selected. The United States calls for further discussion of the intent of this phrase. Preliminarily, 
the U.S. would qualify these considerations by adding the phrase “as they affect the hazard”, to 
read: 

nutritional quality of the 
food ….” 
 
Chile (CL 2004/34-GP): To 
delete the phrase 
“ecological (...) effects" and 
replacing it with “the impact 
of all specific health effects 
throughout the entire food 
chain.” 
 
Iran (CL 2004/34-GP): 
“Risk assessment should 
take into account relevant 
ecological and 
environmental conditions, 
production, processing, 
transport, 
 
 
 
 
 
New Zealand (CL 2004/34- 
GP): “Risk assessment 
should take into account 
relevant ecological and 
environmental conditions, 
production …” 
 
United States (CCGP 
04/20/4-Add.1): Risk 
assessment should take 
into account relevant 
ecological and 
environmental conditions as 
they effect the hazard, 
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Risk assessment should take into account relevant ecological and environmental conditions as 
they effect the hazard, production, transport, storage and handling practices used throughout the 
food chain including traditional practices, methods of analysis, sampling and inspection and the 
prevalence of specific adverse health effects. 
 
 
 
 
 
 
 
 
United States (CL 2004/34-GP) 
The same comment to CCGP 04/20/4-Add.1. 
 
Thailand (CCGP 04/20/4-Add.1) 
The phrase “ecological and environmental conditions” and “transportation” need to be clarified to 
ensure it is not open to misapplication in the future. 
 
India (CCGP 04/20/4-Add.1) 
Paragraph 18 & 25 refer to ecological and environmental conditions as part of the risk assessment 
process.  We feel that ecological and environment conditions if made part of the risk assessment 
process there may be possibility of creating trade barriers for developing countries.  Further more, 
the ecological and environmental conditions do not directly relate to food safety issues.  We, 
therefore, propose to delete the inclusion of ecological and environment conditions from para 18 & 
25. 
It is important to mention that the risk assessment process should lead to an option to manage the 
identified risk.  However, these options should facilitate decision making in transparent manner, 
which does not lead to unjustified trade barriers.  We, therefore, propose to add a paragraph to 
address this issue as follows: 
Para 22 bis the outcome of the risk assessment process should be evaluated with a view to 
select an option to manage the identified risk.  In such a manner that the decision is transparent, 
consistent and fully documented and do not lead to any unjustified trade barriers. 
 
 
 
 

production, transport, 
storage and handling 
practices used throughout 
the food chain including 
traditional practices, 
methods of analysis, 
sampling and inspection 
and the prevalence of 
specific adverse health 
effects. 
 
United States (CL 
2004/34-GP): The same 
comment to CCGP 04/20/4-
Add.1. 
 
 
 
 
India (CCGP 04/20/4-
Add.1): We, therefore, 
propose to delete the 
inclusion of ecological and 
environment conditions 
from para 18 & 25. 
Para 22 bis the outcome of 
the risk assessment 
process should be 
evaluated with a view to 
select an option to manage 
the identified risk.  In such a 
manner that the decision is 
transparent, consistent and 
fully documented and do 
not lead to any unjustified 
trade barriers. 
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Consumers International (CL 2004/34-GP) 
We strongly support the reference to “ecological and environmental conditions” and to “transport, 
storage and handling practices”. 
 

19. (former para. 20) Risk 
assessments should 
be based on realistic 
exposure scenarios, 
with consideration of 
different situations 
being defined by risk 
assessment policy. 
They should include 
consideration of 
susceptible and high-
risk population groups, 
as appropriate.  Acute, 
chronic (including 
long-term), cumulative 
and/or combined 
adverse health effects 
should be taken into 
account in carrying out 
risk assessment, 
where relevant. 

 

Chile (CL 2004/34-GP) 
We propose that the paragraph ends with the phrase "as appropriate", deleting the rest of it. It is 
redundant to give details. 
 
 
 
Iran (CL 2004/34-GP) 
Line3: “as appropriate” delete. 
 
 
 
 
 
United States (CCGP 04/20/4-Add.1) 
The United States does not believe that the term “where relevant” in the last sentence is exactly 
accurate. The U.S. would rewrite this sentence to read: Where necessary and feasible, Acute, 
chronic (including long-term), cumulative and/or combined adverse health effects should be taken 
into account in carrying out risk assessment. 
 
 
 
 
 
 
United States (CL 2004/34-GP) 
The United States believes that the final sentence of this principle creates unrealistic expectations 
and is, in practice, often unachievable.  The appropriate consideration of acute, chronic, 
cumulative or combined health effects should be spelled out by risk managers (engaged in 
iterative discussions with risk assessors) in the risk assessment policy.  Therefore, the U.S. would 
rewrite the final sentence to read: “If relevant to the risk assessment and if available, acute, 
chronic (including long-term), cumulative, and/or combined adverse health effects should be taken 

Chile (CL 2004/34-GP): We 
propose that the paragraph 
ends with the phrase "as 
appropriate", deleting the 
rest of it. 
 
Iran (CL 2004/34-GP): 
“…They should include 
consideration of susceptible 
and high-risk population 
groups, as appropriate. 
Acute, … “ 
 
United States (CCGP 
04/20/4-Add.1): “Where 
necessary and feasible, 
Acute, chronic (including 
long-term), cumulative 
and/or combined adverse 
health effects should be 
taken into account in 
carrying out risk 
assessment, where 
relevant..” 
 
United States (CL 
2004/34-GP): Therefore, 
the U.S. would rewrite the 
final sentence to read: “If 
relevant to the risk 
assessment and if 
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into account in carrying out the risk assessment”. 
 
 
 
 
 
 
 
49 P (CL 2004/34-GP) 
The text should recognize that the best assessments also look at “unrealistic” –ie, low 
probability—scenarios as well, for at least three reasons: low probability events do occur (and 
governments need to be able to anticipate such events); low probability events may have large 
and unacceptable consequences so that public policies must be adopted to deal with them (eg, 
nuclear meltdowns, food bioterrorism, etc); and the best way to test the models used is to apply 
them to events a bit beyond the usual and to observe if they hold. 
 

available, acute, chronic 
(including long-term), 
cumulative, and/or 
combined adverse health 
effects should be taken into 
account in carrying out the 
risk assessment”. 
 

20. (former para. 19) 
Constraints, 
uncertainties and 
assumptions having an 
and their impact on the 
risk assessment 
should be explicitly 
considered at each 
step in the risk 
assessment process 
and documented in a 
transparent manner.  
Expression of 
uncertainty or of 
variability in risk 
estimates may be 
qualitative or 
quantitative, but 
should be quantified to 
the extent that is 
scientifically 

New Zealand (CL 2004/34-GP) 
We believe that the intent of this paragraph is to encourage quantification to the extent possible 
and as suggest a rewording of the last sentence of this paragraph along the following lines: 
‘expression of uncertainty and/or variability should be quantified to the extent possible.’  

 

New Zealand (CL 2004/34-G
rewording of the last sente
along the following lines: ‘ex
and/or variability should be q
possible.’ 
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achievable. 
 

21. The report of the risk 
assessment should 
include the scope and 
purpose of the risk 
assessment carried 
out, the background of 
the request, the 
information 
considered, the 
scientific reasoning 
and the conclusions of 
the risk assessors.  
The report should 
indicate any 
constraints, 
uncertainties, 
assumptions and their 
impact on the risk 
assessment, and 
minority opinions.  The 
responsibility for 
resolving the impact of 
uncertainty on the risk 
management decision 
lies with the risk 
manager, not the risk 
assessors. 

 

49 P (CL 2004/34-GP) 
Should also include language about revealing the interests of the assessors, as a means of 
preventing (or at least disclosing) conflicts of interest (see paras16 and 36). 
 
 

 

22. The conclusion of the 
risk assessment 
including a risk 
estimate, if available, 
should be presented in 
a readily 
understandable and 
useful form to risk 

United States (CCGP 04/20/4-Add.1) 
The United States believes that “results” is a better word than “conclusion” to describe the output 
from a risk assessment. The results conclusion of the risk assessment including a risk estimate, if 
available, … 
 
 
 
United States (CL 2004/34-GP) 

United States (CCGP 
04/20/4-Add.1): The results 
conclusion of the risk 
assessment including a risk 
estimate, if available, … 
 
United States (CL 
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managers and made 
available to other risk 
assessors and 
interested parties so 
that they can review 
the assessment 

The same comment to CCGP 04/20/4-Add.1. 
 
 

2004/34-GP): The same 
comment to CCGP 04/20/4-
Add.1. 
 

RISK MANAGEMENT Australia (CL 2004/34-GP) 
AS IT MAY BE DIFFICULT TO REACH CONSENSUS ON SOME ASPECTS OF RISK MANAGEMENT, THE COMMITTEE 
MAY CONSIDER 

c.Replacing the section on risk management with a reference to recommendations of the
FAO/WHO Expert Consultation on Risk Management and Food Safety 

While replacing the section on risk management with direct reference to the recommendations 
from the Joint FAO/WHO Expert Consultation on Risk Management and Food Safety may be 
useful in principle, is not entirely appropriate as the recommendations were primarily directed at 
what Codex should do, and were written in 1997. As such, Australia considers that the principles 
in the recommendations could be used but need to be amended to reflect current regulatory 
practices for member countries. 
 
Chile (CL 2004/34-GP) 
For the sake of clarity, we suggest dividing into three sections: the first one related to Preliminary 
Aspects, the second one to Management, and the third one to Monitoring and Inspection. 
 
 
 
 
 
United States (CL 2004/34-GP) 
The United States notes that the Codex Committee on Food Hygiene (CCFH), in the document, 
Proposed Draft Principles and Guidelines for the Conduct of Microbiological Risk Management (at 
Step 3) had introduced a principle (and accompanying explanatory material) relating to risk 
management policy. Specifically, the principle read: “Risk managers should establish and follow a 
Microbiological Risk Management policy”. The explanatory text to this principle provided examples 
of risk management policy elements including: priority setting; risk management option selection; 
economic and technical feasibility; and, the use of precaution.  The reference to risk management 
policy has since been deleted.  However, this raises the question of whether CCGP may wish to 
consider if discussion of risk management policy should be included.  Alternatively, CCGP, in its 
role of reviewing risk analysis principles developed by Codex Committees, could consider whether 

 
 
 
 
 
 
 
 
 
 
Chile (CL 2004/34-GP): For 
the sake of clarity, we 
suggest dividing into three 
sections: the first one 
related to Preliminary 
Aspects, the second one to 
Management, and the third 
one to Monitoring and 
Inspection. 
 
 



 55

it is appropriate for CCFH to introduce “risk management policy”.  If CCGP endorses the concept 
of “risk management policy” as being appropriate, the Committee should consider whether the 
“elements” introduced by CCFH are appropriate.  Also, CCGP might consider whether the 
committee needs to reopen the Working Principles for Risk Analysis. 
 

RISK MANAGEMENT 
 
23. Risk management 

should follow a 
structured approach 
including risk 
evaluation preliminary 
risk management 
activities13, 
assessment evaluation 
of risk management 
options, 
implementation of 
management 
decisions, monitoring 
and review of the 
decision taken.14 

 
 

Argentina(CCGP 04/20/4-Add.2) 
In paragraph 23, it should be included the cost-efficiency analysis of the measure so as to be 
possible to assess the different risk management options analysed, the proportionality of the 
measure, and the consideration that the proposed measure is the least trade restrictive one. 
 
Canada (CCGP 04/20/4-Add.1) 
Risk management should follow a structured approach including risk evaluation, preliminary risk 
management activities, assessment evaluation of risk management options, implementation of 
management decisions, monitoring and review of the decision taken and, if needed, selecting 
appropriate prevention and control options. Implementation of the selected option [by member 
countries] should be followed by monitoring and review to ensure that public health  objectives are 
being achieved 
Rationale: As written, this paragraph is inconsistent with the Codex definition for “risk 
management”.  The implementation and subsequent monitoring are not included in the Codex 
definition. In order to avoid confusion, Canada proposes the indicated revisions. Activities related 
to the implementation and review of risk management decisions are also addressed in paragraph 
28. 
 
 
 
 
 
 
 

Argentina (CCGP 04/20/4-
Add.2): It should be 
included the cost-efficiency 
analysis of the measure. 
 
Canada (CCGP 04/20/4-
Add.1): Risk management 
should follow a structured 
approach including risk 
evaluation, preliminary risk 
management activities, 
assessment evaluation of 
risk management options, 
implementation of 
management decisions, 
monitoring and review of 
the decision taken and, if 
needed, selecting 
appropriate prevention and 
control options. 
Implementation of the 
selected option [by member 
countries] should be 
followed by monitoring and 

                                                   
13  For the purpose of these Principles, preliminary risk management activities are taken to include: identification of a food safety problem; establishment of a risk 
profile; ranking of the hazard for risk assessment and risk management priority; establishment of risk assessment policy for the conduct of the risk assessment; 
commissioning of the risk assessment; and consideration of the result of the risk assessment. 
 
14  FAO/WHO Expert Consultation on Risk Management and Food Safety and Joint FAO/WHO Consultation on Principles and Guidelines for Incorporating 
Microbiological Risk Assessment in the Development of Food Safety Standards 
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Chile (CL 2004/34-GP) 
After paragraph 13, a new subtitle "Preliminary Aspects" should be added. 
After this subtitle, a paragraph 23bis with the text of footnote 4 related to preliminary aspects 
should be added. We believe it is more appropriate to insert it in the text as, unlike risk 
assessment components, these are neither included nor defined in the Rules of Procedure.  
Paragraph 23bis should read as follows: 
“Preliminary risk management activities include:  
a) identification of a food safety problem;  
b) establishment of a risk profile;  
c) ranking of the hazard for risk assessment and risk management priority;  
d) establishment of risk assessment policy for the conduct of the risk assessment;  
e) commissioning of the risk assessment; and  
f) consideration of the result of the risk assessment. 
 
 
 
 
 
 
 
 
 
 
 
 
European Community (CCGP 04/20/4-Add.1) 
Add the following new sentence consistent with paragraph 28 of the Codex Working Principles for 
Risk Analysis (13th edition of Procedural Manual, page 46): “The decisions should be based on 
risk assessment, to the extent practicable, and taking into account, where appropriate, other 
legitimate factors relevant for the health protection of consumers and for the promotion of fair 
practices in food trade”. 
 
 

review to ensure that public 
health  objectives are being 
achieved 
 
Chile (CL 2004/34-GP): 
After paragraph 13, a new 
subtitle "Preliminary 
Aspects" should be added. 
Paragraph 23bis should 
read as follows: 
“Preliminary risk 
management activities 
include: 
g) identification of a food 

safety problem; 
h) establishment of a risk 

profile; 
i) ranking of the hazard 

for risk assessment and 
risk management 
priority; 

j) establishment of risk 
assessment policy for 
the conduct of the risk 
assessment; 

k) commissioning of the 
risk assessment; and 

l) consideration of the 
result of the risk 
assessment. 

European Community 
(CCGP 04/20/4-Add.1): To 
add “The decisions should 
be based on risk 
assessment, to the extent 
practicable, and taking into 
account, where appropriate, 
other legitimate factors 
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Mexico (CL 2004/34-GP) 
Risk management, unlike risk assessment, addresses economic, social, political and regulatory 
aspects. We find it appropriate to include some issues regulated in the SPS Agreement in this 
paragraph, certainly on the basis of health protection but considering cost-effectiveness aspects. 
 
United States (CCGP 04/20/4-Add.1) 
The United States would insert the word “identification” before “evaluation”, to read: Risk 
management should follow a structured approach including preliminary risk management 
activities, identification and evaluation of risk management options, implementation of 
management decisions, monitoring and review of the decision taken. 
 
 
 
 
 
 
 
 
United States (CL 2004/34-GP) 
The United States would insert the word “identification” before “evaluation”, because risk 
management options first have to be identified before being evaluated.  After evaluation, 
appropriate options would then be selected.  The U.S. would rewrite this principle to read: “Risk 
management should follow a structured approach including preliminary risk management 
activities, identification and evaluation of risk management options, selection of appropriate 
option(s), implementation of management decisions, monitoring and review of the decision taken”. 
 
 
 
 
 
 
 
 

relevant for the health 
protection of consumers 
and for the promotion of fair 
practices in food trade”. 
 
 
 
 
 
United States (CCGP 
04/20/4-Add.1): “Risk 
management should follow 
a structured approach 
including preliminary risk 
management activities, 
identification and evaluation 
of risk management 
options, implementation of 
management decisions, 
monitoring and review of 
the decision taken.” 
 
United States (CL 
2004/34-GP): The U.S. 
would rewrite this principle 
to read: “Risk management 
should follow a structured 
approach including 
preliminary risk 
management activities, 
identification and evaluation 
of risk management 
options, selection of 
appropriate option(s), 
implementation of 
management decisions, 
monitoring and review of 
the decision taken”. 



 58

 
 
 
Consumers International (CCGP 04/20/4-Add.1) 
While we appreciate that the term ‘preliminary risk management activities’ has been used in order 
to avoid using the potentially confusing term ‘risk evaluation’, we are  concerned that it still sounds 
confusing. For the sake of clarity, we suggest that the elements of the ‘preliminary risk  
management activities’ are included in the body of the document as they are essential to 
effectively understanding and practicing risk management as set out in the FAO/WHO Expert 
Consultation on Risk Management and Food Safety. We therefore suggest that this paragraph is 
restructured as follows: 
Risk management should follow a structured approach including 
- preliminary risk management activities (identification of a food safety problem; establishment of a 
risk profile; ranking of the hazard for risk assessment and risk management priority; establishment 
of risk assessment policy for the conduct of risk assessment; commissioning of the risk 
assessment and consideration of the result of the risk assessment) 
- evaluation of risk management options 
- implementation of management decisions 
- monitoring and review of the decision taken 
 
 
 
 
 
 
 
 
 
 
 
49 P (CL 2004/34-GP) 
Again, Codex terminology is unnecessarily confusing.  In para 23, aren’t “preliminary risk 
assessment activities” what the adopted Codex Principles on Biofoods calls a “safety 
assessment”? Why is the organization using so many different terms? 

 
Consumers International 
(CCGP 04/20/4-Add.1): 
Risk management should 
follow a structured 
approach including risk 
evaluation  preliminary risk 
management activities 
(identification of a food 
safety problem; 
establishment of a risk 
profile; ranking of the 
hazard for risk assessment 
and risk management 
priority; establishment of 
risk assessment policy for 
the conduct of risk 
assessment; 
commissioning of the risk 
assessment and 
consideration of the result 
of the risk assessment) 
- evaluation of risk 
management options 
- implementation of 
management decisions 
- monitoring and review of 
the decision taken 
 

24. Risk management 
decisions should be 
determined primarily 

Argentina  (CCGP 04/20/4-Add.2) 
Paragraph 24 includes the consideration of other legitimate factors. From our standpoint, while 
other variables that do not relate to food safety should be considered as management measures, 

Argentina  (CCGP 04/20/4-
Add.2): 0ther legitimate 
factors should be 
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by human health 
considerations, and 
unjustified differences 
in the level of 
consumer health 
protection should be 
avoided. Consideration 
of other legitimate 
factors relevant to the 
risk management 
options may be 
appropriate, 
particularly in the 
determination of the 
measures to be taken. 
These considerations 
should not be arbitrary 
and should be made 
explicit. 

 

the reasons for the justification of a measure should not lead to confusion. Therefore, other 
legitimate factors should be considered only if grounded on the identification of a food safety risk 
and not on other legitimate objectives, as the management measures that are adopted to ensure 
the protection of other legitimate objectives will neither have a scientific ground based on food 
safety nor relate to risk analysis. 

Canada (CCGP 04/20/4-Add.1) 
Risk management decisions should be determined primarily by human health considerations (New 
Footnote), and unjustified differences in the level of consumer health protection should be 
avoided. Consideration of other legitimate factors relevant to the risk management options may be 
appropriate, particularly in the determination of the measures to be taken. These considerations 
should not be arbitrary and should be made explicit. 
The new footnote would read as follows: “Member countries may refer to the World Trade 
Organization’s Guidelines to Further the Practical Implementation of Article 5.5 (G/SPS/15) as the 
document provides useful guidelines on the application and practical implementation of the 
concept of appropriate level of consumer health protection”. 
Rationale: Canada suggests adding the footnote to reference the WTO document “Guidelines to 
Further the Practical Implementation of Article 5.5" as that document provides useful guidance on 
avoidance of different levels of consumer health protection for similar risks. We suggest this 
footnote to generate discussion and we reiterate that the document which is referred in the 
footnote is not a legal document but rather be used in a guidance format. 
New Footnote: Some Members refer to this concept as the "precautionary principle" while others 
refer to it as “the application of precaution”. 
 
Chile (CL 2004/34-GP) 
Before paragraph 24, it should be added the subtitle “Management in the Strict Sense”. 
In paragraph 24, legitimate factors should be directly related to safety and the word "other" should 
not be used in order to avoid the reference to unrelated issues. It could be quoted in a footnote 
the provision of the Rules of Procedure regarding "other legitimate factors." 
 
 
 
 
New Zealand (CL 2004/34-GP) 
The principles relating to risk management do not provide a clear understanding of what a “risk 
management option” actually is and who is responsible for its implementation. 
New Zealand considers that a principle should be elaborated to limit the term “risk manager” to a 

considered only if grounded 
on the identification of a 
food safety risk. 
 
 
Canada (CCGP 04/20/4-
Add.1): New Footnote: The 
new footnote would read as 
follows: “Member countries 
may refer to the World 
Trade Organization’s 
Guidelines to Further the 
Practical Implementation of 
Article 5.5 (G/SPS/15) as 
the document provides 
useful guidelines on the 
application and practical 
implementation of the 
concept of appropriate level 
of consumer health 
protection”. 
 
Chile (CL 2004/34-GP): 
Before paragraph 24, it 
should be added the 
subtitle “Management in the 
Strict Sense”. 
It could be quoted in a 
footnote the provision of the 
Rules of Procedure 
regarding "other legitimate 
factors." 
 
New Zealand (CL 2004/34-
GP): New Zealand 
considers that a principle 
should be elaborated to 
limit the term “risk manager” 
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governmental body or officially recognised body.  
The language of this paragraph is not very clear and New Zealand suggests consideration should 
be given to amalgamating the ideas contained in paras 24, 25 and 25 bis. 
 
 
 
 
 
 
 
 
United States (CCGP 04/20/4-Add.1) 
The United States finds the final two sentences of this principle to be misplaced. The primary 
consideration of risk management is human health. Just as economic consequences and 
feasibility may be considered, there may be other factors relevant to the risk management that 
could be considered in some cases. Therefore, the U.S. would delete the final two sentences of 
principle 24 and insert them as a new principle, Principle 27bis, after Principle 27 to read: 
27bis. Consideration of other legitimate factors relevant to the risk management options may be 
appropriate, particularly in the determination of the measures to be taken. These  considerations 
should not be arbitrary and should be made explicit. 
 
 
 
 
 
 
 
United States (CL 2004/34-GP) 
The primary consideration of risk management is human health.  The reference to unjustified 
differences in consumer health is a paraphrase of obligations under the WTO agreements and as 
such should be deleted.  The United States finds the final two sentences of this principle to be 
misplaced.  That should be a stand alone principle.  Other legitimate factors, if considered, should 
not be considered in an arbitrary manner and such consideration should be made explicit.  
Therefore, the U.S. would delete the final two sentences of principle 24 and insert a new principle 
after current Principle 27 to read: 

28. Other legitimate factors relevant to the risk management may be considered in 
selecting risk management options.  However, such consideration should not be carried 

to a governmental body or 
officially recognised body. 
The language of this 
paragraph is not very clear 
and New Zealand suggests 
consideration should be 
given to amalgamating the 
ideas contained in paras 
24, 25 and 25 bis. 
 
United States (CCGP 
04/20/4-Add.1): To delete 
the final two sentences of 
principle 24 and insert a 
new principle, Principle 
27bis:” Consideration of 
other legitimate factors 
relevant to the risk 
management options may 
be appropriate, particularly 
in the determination of the 
measures to be taken. 
These  considerations 
should not be arbitrary and 
should be made explicit” 
 
United States (CL 
2004/34-GP): 28. Other 
legitimate factors relevant 
to the risk management 
may be considered in 
selecting risk management 
options.  However, such 
consideration should not be 
carried out in an arbitrary 
manner and any such 
consideration should be 
made transparent. 
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out in an arbitrary manner and any such consideration should be made transparent. 
 
 
 
Thailand (CCGP 04/20/4-Add.1) 
We are of the opinion that the scope of “other legitimate factors” should be consistent with the 
“Statements of Principle Concerning the Role of Science in the Codex Decision - Making Process 
and the Extent to which Other Factors are Taken into account”.  We, therefore, propose to add the 
footnote to reference the “Criteria for the Consideration of the Other Factors Referred to in the 
Second Statement of Principle”. 
 
 
 
 
Consumers International (CL 2004/34-GP): 
We suggest that reference to “unjustified differences in the level of consumer health protection” is 
replaced with “unjustified measures to protect consumer health” in the first sentence of this 
paragraph. 
We also propose that the second sentence is simplified by re-wording it to read: ‘Consideration of 
other legitimate factors may be appropriate in the determination of the measures to be taken.’  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Thailand (CCGP 04/20/4-
Add.1): We propose to add 
the footnote to reference 
the “Criteria for the 
Consideration of the Other 
Factors Referred to in the 
Second Statement of 
Principle”. 
 
Consumers International 
(CL 2004/34-GP):  Risk 
management decisions 
should be determined 
primarily by human health 
considerations, and 
unjustified differences in the 
level of consumer health 
protection unjustified 
measures to protect 
consumer health should be 
avoided. Consideration of 
other legitimate factors 
relevant to the risk 
management options may 
be appropriate, particularly 
in the determination of the 
measures to be taken. 
These considerations 
should not be arbitrary and 
should be made explicit. 
Consideration of other 
legitimate factors may be 
appropriate in the 
determination of the 
measures to be taken. 
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49P (CCGP 04/20/4-Add.1) 
We support including ecological conditions and other legitimate factors (Principles 16, 24, 25) 
when relevant to a risk assessment. For example, as a subunit of WHO has found, human health 
may be affected indirectly by environmental factors as regards genetically engineered foods: 
Potential effects on human health of the consumption of foods derived from biotechnology and of 
the release of GMOs (especially plants) in the environment are generally recognized as public 
concerns. 
 

 
 
 
 
 
 

25. In achieving agreed 
outcomes, risk 
management should 
take into account 
relevant ecological and 
environmental 
conditions, production, 
transport, storage and 
handling practices 
used throughout the 
food chain including 
traditional practices, 
methods of analysis, 
sampling and 
inspection, feasibility 
of enforcement and 
compliance, and the 
prevalence of specific 
adverse health effects. 

 

Argentina  (CCGP 04/20/4-Add.2) 
As to paragraph 25, the comments on the ecological and environmental considerations referred to 
in paragraph 18 herein are applicable to this. 
 
Brazil  (CCGP 04/20/4-Add.1) 
Regarding paragraphs 18 and 25, Brazil would like to ask for clarification about the inclusion of 
the expression “ecological and environmental conditions” since these issues are not included 
in the mandate of Codex. 
 
Brazil  (CL 2004/34-GP) 
Repeats the comments CCGP 04/20/4-Add.1. 
 
Canada (CCGP 04/20/4-Add.1) 
In achieving agreed outcomes, the risk management should taken into account the impact on food 
safety and nutritional quality of relevant ecological and environmental conditions, production, 
transport, storage and handling practices used throughout the food chain including traditional 
practices, methods of analysis, sampling and inspection, feasibility of enforcement and 
compliance, and the prevalence of specific adverse health effects. 
Rationale: Addition of the text “the impact on food safety and nutritional quality” will make it more 
explicit that the relevant ecological and environmental conditions are those conditions which 
impact on the safety and nutritional quality of the food and thus facilitate a more consistent 
interpretation of this paragraph. 
 
Chile (CL 2004/34-GP) 
To make it consistent with paragraph 18 referred to risk assessment, it should be read as follows: 
“In achieving agreed outcomes, risk management should take into account the repercussions of 
all specific adverse health effects throughout the food chain.” 
 

 
 
 
 
 
 
 
 
 
 
 
Canada (CCGP 04/20/4-
Add.1): Addition of the text 
In achieving agreed 
outcomes, the risk 
management should taken 
into account the impact on 
food safety and nutritional 
quality of relevant 
 
Chile (CL 2004/34-GP): “In 
achieving agreed 
outcomes, risk 
management should take 
into account the 
repercussions of all specific 
adverse health effects 
throughout the food chain.” 
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India (CCGP 04/20/4-Add.1) 
Paragraph 18 & 25 refer to ecological and environmental conditions as part of the risk assessment 
process.  We feel that ecological and environment conditions if made part of the risk assessment 
process there may be possibility of creating trade barriers for developing countries.  Further more, 
the ecological and environmental conditions do not directly relate to food safety issues. We, 
therefore, propose to delete the inclusion of ecological and environment conditions from para 18 & 
25. 
 
Iran (CL 2004/34-GP) 
Line 2: ‘’ processing” add after “production” 
 
 
New Zealand (CL 2004/34-GP) 
Risk assessment is a scientific discipline and risk estimates will be generated within a specific 
hazard/food chain context. We believe that it is unnecessary to refer to ‘relevant ecological and 
environmental conditions’. These words should be deleted from this as well as Para 25. 
 
Philippines (CL 2004/34-GP) 
In achieving agreed outcomes, risk management should take into account relevant ecological and 
environmental conditions, production, transport, storage and handling practices used throughout 
the food chain including traditional practices, methods of analysis, sampling and inspection, 
feasibility of enforcement and compliance, and the prevalence of specific adverse health effects. 
We believe that there should be a statement on the extent of scope of ecological and 
environmental conditions. 
 
United States (CCGP 04/20/4-Add.1) 
The phrase “ecological and environmental conditions” should be deleted. In some cases 
environment and ecology could be other relevant factors and thus, they are subsumed with the 
new Principle 27bis. 
In achieving agreed outcomes, risk management should take into account relevant production, 
transport, storage and handling practices used throughout the food chain including traditional 
practices, methods of analysis, sampling and inspection, feasibility of enforcement and 
compliance, and the prevalence of specific adverse health effects. 
 
United States (CL 2004/34-GP) 
The phrase “ecological and environmental conditions” should be deleted.  In some cases 

 
India (CCGP 04/20/4-
Add.1): We propose to 
delete the inclusion of 
ecological and environment 
conditions from para 18 & 
25. 
 
Iran (CL 2004/34-GP): 
“…relevant ecological and 
environmental conditions, 
production, processing,  
transport, storage …” 
 
 
 
 
 
 
 
 
 
 
 
 
 
United States (CCGP 
04/20/4-Add.1): In 
achieving  …. should take 
into account relevant 
ecological and 
environmental conditions 
production, transport, 
storage….” 
 
United States (CL 
2004/34-GP): The phrase 
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environment and ecology could be other relevant factors and thus, they are subsumed with the 
new Principle above. 
 
49P (CCGP 04/20/4-Add.1) 
We support including ecological conditions and other legitimate factors (Principles 16, 24, 25) 
when relevant to a risk assessment. For example, as a subunit of WHO has found, human health 
may be affected indirectly by environmental factors as regards genetically engineered foods: 
Potential effects on human health of the consumption of foods derived from biotechnology and of 
the release of GMOs (especially plants) in the environment are generally recognized as public 
concerns. 
 

“ecological and 
environmental conditions” 
should be deleted. 
 
 
 
 
 
 

25 bis) The risk 
management 
process should be 
transparent, 
consistent and fully 
documented. 
Decisions and 
recommendations 
on risk 
management 
should be 
documented, and, 
where appropriate, 
clearly identified in 
national standards 
and regulations so 
as to facilitate a 
wider 
understanding of 
the risk 
management by all 
interested parties. 

 

European Community (CCGP 04/20/4-Add.1) 
- Paragraph 25bis: Delete “and, where appropriate, clearly identified in national standards and 
regulations”. 
The inclusion of decisions and recommendations on risk management in national standards and 
regulations seems to be too prescriptive. 
 
 
United States (CCGP 04/20/4-Add.1) 
Principle 25bis: The meaning of the term “consistent” is unclear (consistent with what?). The 
United States would delete the word “consistent”. 
 
 
 
United States (CL 2004/34-GP) 
The meaning of the term “consistent” is unclear (consistent with what?).  The United States would 
delete the word “consistent”.  Also, the U.S. would eliminate “bis” paragraphs in the working 
document and renumber all paragraphs consecutively. 

European Community 
(CCGP 04/20/4-Add.1): 
Delete “and, where 
appropriate, clearly 
identified in national 
standards and regulations”. 
 
United States (CCGP 
04/20/4-Add.1): The risk 
management process 
should be transparent, 
consistent and fully 
documented ….. 
 
United States (CL 
2004/34-GP): The risk 
management process 
should be transparent, 
consistent and fully 
documented ….. 
Also, the U.S. would 
eliminate “bis” paragraphs 
in the working document 
and renumber all 
paragraphs consecutively. 
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26. Risk management 
options should be 
assessed in terms of 
the scope and purpose 
of risk analysis and the 
level of consumer 
health protection they 
achieve.  The option of 
not taking any action 
should also be 
considered.  The 
outcome of the risk 
evaluation process 
preliminary risk 
management activities 
should be combined 
with the assessment 
evaluation of all 
available risk 
management options 
in order to reach a 
decision on 
management of the 
risk. 

 

Chile (CL 2004/34-GP) 
In paragraph 26, as regards the "option of not taking any action", a clarification is needed as to 
what it is meant; it is important to clarify its meaning and its actual scope. The concrete question is 
whether this sentence would encourage the regulatory inactivity of a State to justify the entry 
denial to imported food although the risk assessment is satisfactory.  
 
Cuba (CL 2004/34-GP) 
It should be drafted in a clearer way to achieve the approach sought. 
 
United States(CCGP 04/20/4-Add.1) 
The United States believes that a more logical flow to the principle would be to move the sentence 
“The option of not taking any action should also be considered.” to the end of the principle, to 
read: Risk management options should be assessed in terms of the scope and purpose of risk 
analysis and the level of consumer health protection they achieve. The outcome of the preliminary 
risk management activities should be combined with the evaluation of all available risk 
management options in order to reach a decision on management of the risk. The option of not 
taking any action should also be considered. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
United States (CL 2004/34-GP) 
Repeats comments to CCGP 04/20/4-Add.1. 
 
 
 

 
 
 
 
 
 
 
 
 
United States (CCGP 
04/20/4-Add.1): Risk 
management options 
should be assessed in 
terms of the scope and 
purpose of risk analysis and 
the level of consumer 
health protection they 
achieve. The option of not 
taking any action should 
also be considered The 
outcome of the preliminary 
risk management activities 
should be combined with 
the evaluation of all 
available risk management 
options in order to reach a 
decision on management of 
the risk. The option of not 
taking any action should 
also be considered. 
 
United States (CL 
2004/34-GP): The same 
comment to CCGP 04/20/4-
Add.1. 
 
Consumers International 
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Consumers International (CL 2004/34-GP) 
Instead of “the option of not taking any action”, CI proposes that the second sentence of this 
paragraph should read: “The documented justification for not taking any action should also be 
considered”. 
 
 

(CL 2004/34-GP): “ … The 
option of not taking any 
action should also be 
considered. The 
documented justification for 
not taking any action should 
also be considered. ….” 
 

27. Risk management 
should take into 
account the economic 
consequences and the 
feasibility of risk 
management options 
and recognize the 
need for alternative 
options.  When 
different risk 
management options 
are equally effective in 
protecting the health of 
the consumer, the 
measure chosen 
should be the one that 
is the least restrictive 
to trade.  

Argentina (CCGP 04/20/4-Add.2) 
Argentina believes that, for specification purposes, a footnote with a reference to SPS Article 5.4 
should be added to the last sentence stating that “the chosen measure shall be the least trade-
restrictive one.” New Footnote 
New Footnote: SPS Agreement 5.4. In determining the adequate level of sanitary or phytosanitary 
protection, Members shall consider the objective to reduce the negative effects on trade as much 
as possible 
 
 
Cuba (CL 2004/34-GP) 
It should be drafted in a clearer way to achieve the approach sought. 
 
Chile (CL 2004/34-GP) 
After paragraph 27 and before paragraph 28, insert the subtitle "Monitoring and Inspection". 
 
 
 
United States (CCGP 04/20/4-Add.1) 
The United States is concerned that by requiring countries to select the least trade restrictive 
management option, Codex is, in effect, providing an interpretation of trade agreements. 
Codex should not attempt to paraphrase or elaborate upon the language of the SPS and TBT 
agreements. The U.S. is concerned that, no matter how carefully done, nuance will be lost and 
important SPS and TBT obligations inadequately reflected. The U.S. also believes that, in 
selecting risk management options, risk/benefit considerations should be considered. The U.S. 
would, therefore, delete the final sentence of this principle, to read: 
Risk management should take into account the economic consequences (including risk/benefit 
considerations) and the feasibility of risk management options and recognize the need for 
alternative options. 
 

Argentina (CCGP 04/20/4-
Add.2): To add a New 
Footnote: SPS Agreement 
5.4. In determining the 
adequate level of sanitary 
or phytosanitary protection, 
Members shall consider the 
objective to reduce the 
negative effects on trade as 
much as possible 
 
 
Chile (CL 2004/34-GP): 
After paragraph 27 and 
before paragraph 28, insert 
the subtitle "Monitoring and 
Inspection". 
 
United States (CCGP 
04/20/4-Add.1): Risk 
management should take 
into account the economic 
consequences (including 
risk/benefit considerations) 
and the feasibility of risk 
management options and 
recognize the need for 
alternative options.  When 
different risk management 
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United States (CL 2004/34-GP) 
For member countries, the primary consideration should be whether the risk management option 
achieves the appropriate level of protection.  If there is more than one option that achieves the 
appropriate level of protection, then economic consequences should be considered in assessing 
the various options.  Also, the United States is concerned that by requiring countries to select the 
least trade restrictive management option, Codex is, in effect, providing an interpretation of the 
trade agreements.  Codex should not attempt to paraphrase or elaborate upon the language of 
the SPS or TBT agreements.  The U.S. is concerned that, no matter how carefully done, nuance 
will be lost and important SPS and TBT obligations inadequately reflected.  Either this section of 
the SPS Agreement should be quoted in its entirety (including all footnotes) or this requirement of 
the principle should be deleted.  The U.S. much prefers that the final sentence of this principle be 
deleted, to read: “Risk management should take into account economic consequences of options 
that achieve the same level of protection.  Risk management should consider the feasibility of risk 
management options and recognize the need for alternative options”. 
 
Consumers International(CCGP 04/20/4-Add.1) 
We do not consider that it is the role of Codex to specify the extent to which member governments 
should take into account trade concerns. This does not fall within Codex’s remit and is dealt with 
under the World Trade Organisation’s agreements of which the majority of Codex members are 
also members. 
 
49 P (CL 2004/34-GP) 
para 27 is not in accord with the Codex mandate, which has no references to minimizing 
restrictions to trade. It would be more realistic to state that the one chosen should be the cheapest 
(i.e., highest benefit/cost ratio).  
 

options are equally effective 
in protecting the health of 
the consumer, the measure 
chosen should be the one 
that is the least restrictive to 
trade. 
 
United States (CL 
2004/34-GP): The U.S. 
much prefers that the final 
sentence of this principle be 
deleted, to read: “Risk 
management should take 
into account economic 
consequences of options 
that achieve the same level 
of protection.  Risk 
management should 
consider the feasibility of 
risk management options 
and recognize the need for 
alternative options”. 
 
 
 

28. Where appropriate, 
implementation of the 
risk management 
decision should be 

Argentina (CCGP 04/20/4-Add.2) 
In our opinion, we consider that there should be no reference to relevant factors to be taken into 
account in the risk assessment as certainly it could not constitute a thorough list; neither should 
some management measures be mentioned because some would benefit to the detriment of 
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followed by monitoring 
both the effectiveness 
of the control 
measures and their 
impact on risk to the 
exposed consumer 
population, to ensure 
that the purpose of the 
measure is met. 

others, if it were not possible to make a thorough list of them (we consider that this option is totally 
non-viable and inappropriate). 
 
United States (CL 2004/34-GP) 
The use of the word “monitoring” in this principle is confusing when read in conjunction with the 
next principle, which also uses the term “monitoring”.  The two concepts are quite different.  The 
United States would suggest that perhaps the word “evaluation” should be used in this principle. 

 
United States (CL 
2004/34-GP): The use of 
the word “monitoring” in this 
principle is confusing when 
read in conjunction with the 
next principle, which also 
uses the term “monitoring”.  
The two concepts are quite 
different.  The United 
States would suggest that 
perhaps the word 
“evaluation” should be used 
in this principle. 
 

29. Post-market 
monitoring may be an 
appropriate risk 
management measure 
in specific 
circumstances.  The 
objective, need and 
utility of post market 
monitoring should be 
considered, on a case-
by-case basis, during 
risk assessment and 
its practicability should 
be considered during 
risk management. 

 

Cuba (CL 2004/34-GP) 
It should be drafted in a clearer way to achieve the approach sought. 
 
New Zealand (CL 2004/34-GP) 
The intent of this paragraph is not very clear as a principle. All food control systems require 
functional elements such as traceability capacity. This capacity is not a risk management option. 
 
 
 
 
 
United States (CCGP 04/20/4-Add.1) 
The United States believes that it important to state the possible purposes of post market 
monitoring. Post Market monitoring for food safety reasons were agree upon by the Task Force on 
Foods derived through Biotechnology. Therefore the U.S. would add a sentence to this principle, 
to read: Post-market monitoring may be an appropriate risk management measure in specific 
circumstances. The objective, need and utility of post market monitoring should be considered, on 
a case-by-case basis, during risk assessment and its practicability should be considered during 
risk management. Post-market monitoring for food safety risk management may be undertaken for 
the purpose of: 
a. Verifying conclusions about the absence or the possible occurrence, impact and significance of 
potential consumer health effects; and, 

 
 
 
New Zealand (CL 2004/34-
GP): All food control 
systems require functional 
elements such as 
traceability capacity. This 
capacity is not a risk 
management option. 
 
United States (CCGP 
04/20/4-Add.1): “Post-
market monitoring may be 
an appropriate risk 
management measure in 
specific circumstances. The 
objective, need and utility of 
post market monitoring 
should be considered, on a 
case-by-case basis, during 
risk assessment and its 
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b. Monitoring changes in nutrient intake levels, associated with the introduction of foods likely to 
significantly alter nutritional status, to determine their human health impact. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
United States (CL 2004/34-GP) 
Principle 29: The United States believes that it important to state the possible purposes of post 
market monitoring.  Post Market monitoring for food safety reasons was agreed upon by the 
Codex ad hoc Intergovernmental Task Force on Foods derived through Biotechnology.  Therefore 
the U.S. would add a sentence to this principle, to read: 

29. Post-market monitoring may be an appropriate risk management measure in specific 
circumstances. Such circumstances include: 

a. Verifying conclusions about the absence or the possible occurrence, impact or 
significance of potential consumer health effects; or, 
 
b. Monitoring changes in nutrient intake levels, associated with the introduction of 
foods likely to significantly alter nutritional status, to determine their human health impact 
The objective, need and utility of post market monitoring should be considered, on a case-
by-case basis, during risk assessment and its practicability should be considered during risk 
management. 

practicability should be 
considered during risk 
management. Post-market 
monitoring for food safety 
risk management may be 
undertaken for the purpose 
of: 
a. Verifying conclusions 
about the absence or the 
possible occurrence, impact 
and significance of potential 
consumer health effects; 
and, 
b. Monitoring changes in 
nutrient intake levels, 
associated with the 
introduction of foods likely 
to significantly alter 
nutritional status, to 
determine their human 
health impact.” 
 
United States (CL 
2004/34-GP): 29. Post-
market monitoring may be 
an appropriate risk 
management measure in 
specific circumstances. 
Such circumstances 
include: 
a. Verifying conclusions 
about the absence or the 
possible occurrence, impact 
or significance of potential 
consumer health effects; or, 
 
b. Monitoring changes in 
nutrient intake levels, 



 70

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Consumers International (CCGP 04/20/4-Add.1) 
We do not agree that consideration of the objective, need and utility of post-market monitoring is 
necessarily a risk assessment function. Risk managers may decide that as a result of 
assumptions and uncertainties inherent within the risk assessment that such monitoring is 
necessary. We therefore suggest that the second sentence of this paragraph is re-worded as 
follows: 
‘The objective, need, practicality and utility of post-market monitoring should be considered, on a 
case by case basis. [delete the rest of the sentence].’ 
 
 
 
 
 
 
Consumers International (CL 2004/34-GP) 
We do not agree that consideration of the objective, need and utility of post-market monitoring is 
necessarily a risk assessment function. Risk managers may decide that as a result of 
assumptions and uncertainties inherent within the risk assessment that such monitoring is 
necessary. We therefore suggest that the second sentence of this paragraph is re-worded as 
follows: “The objective, need, practicality and utility of post-market monitoring should be 
considered, on a case by case basis. [delete the rest of the sentence].” 

associated with the 
introduction of foods likely 
to significantly alter 
nutritional status, to 
determine their human 
health impact 
The objective, need and 
utility of post market 
monitoring should be 
considered, on a case-by-
case basis, during risk 
assessment and its 
practicability should be 
considered during risk 
management. 
 
Consumers International 
(CCGP 04/20/4-Add.1): We 
therefore suggest that the 
second sentence of this 
paragraph is re-worded as 
follows: 
‘The objective, need, 
practicality and utility of 
post-market monitoring 
should be considered, on a 
case by case basis. [delete 
the rest of the sentence].’ 
 
Consumers International 
(CL 2004/34-GP): The 
objective, need and utility of 
post market monitoring 
should be considered, on a 
case-by-case basis, during 
risk assessment and its 
practicability should be 
considered during 
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49P (CCGP 04/20/4-Add.1) 
Report of a Joint WHO/Europe – ANPA (Italian National Agency for Environmental Protection) 
Seminar, http://www.euro.who.int/foodsafety/Otherissues/20020402_5  In discussing the hazards 
that need to be assessed, “the seminar recognize[d] that the hazards discussed are not all unique 
to GMOs but may also apply to other organisms.” Thus, post-marketing monitoring (Principle 29) 
might have to include keeping track of some environmental indicators. 
 

 
49P (CCGP 04/20/4-
Add.1): Post-marketing 
monitoring (Principle 29) 
might have to include 
keeping track of some 
environmental indicators. 
 

30. Specific tools may be 
needed to facilitate the 
implementation and 
enforcement of risk 
management 
measures.  These may 
include appropriate 
analytical methods; 
reference materials; 
and, the tracing of 
products for the 
purpose of facilitating 
withdrawal from the 
market when a risk to 
human health has 
been identified or to 
support post-market 
monitoring as required 
according to the 
circumstances. 

 

Argentina (CCGP 04/20/4-Add.2) 
We believe that paragraph 30 should be considered on a wider basis, without the examples of the 
different tools. In that sense, it should include the phrase “under certain circumstances, specific 
tools to facilitate the implementation and enforcement of risk management measures may be 
necessary when a risk to human health related to food safety has been identified.” 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Argentina (CCGP 04/20/4-
Add.2): Specific tools may 
be needed to facilitate the 
implementation and 
enforcement of risk 
management measures.  
These may include 
appropriate analytical 
methods; reference 
materials; and, the tracing 
of products for the purpose 
of facilitating withdrawal 
from the market when a risk 
to human health has been 
identified or to support post-
market monitoring as 
required according to the 
circumstancesit should 
include the phrase “Under 
certain circumstances, 
specific tools to facilitate 
the implementation and 
enforcement of risk 
management measures 
may be necessary when a 
risk to human health related 
to food safety has been 
identified.” 
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Iran (CL 2004/34-GP) 
Line 4: IRAN recommends “visible management” replace instead of ”Post-Market monitoring”  
 
 
 
 
New Zealand (CL 2004/34-GP) 
Same comments as above. These tools are normal components of a food control system and do 
not need to be included in a risk analysis paper. 
 
 
 
 
 
United States (CCGP 04/20/4-Add.1) 
In addition to reference materials, reference standards may be an important tool in implementing 
risk management decisions. Therefore, the United States would insert the words “standards and” 
before the word “measures”, to read: 
Specific tools may be needed to facilitate the implementation and enforcement of risk 
management measures. These may include appropriate analytical methods; reference standards 
and materials; and, the tracing of products for the purpose of facilitating withdrawal from the 
market when a risk to human health has been identified or to support post-market monitoring as 
required according to the circumstances. 
 
 
 
 
 
 
 
 
 
 
 
United States (CL 2004/34-GP) 

 
Iran (CL 2004/34- GP): “… 
been identified or to support 
visible management post-
market monitoring as 
required according to the 
circumstances. …” 
 
New Zealand (CL 2004/34-
GP) Same comments as 
above. These tools are 
normal components of a 
food control system and do 
not need to be included in a 
risk analysis paper. 
 
United States (CCGP 
04/20/4-Add.1): Specific 
tools may be needed to 
facilitate the implementation 
and enforcement of risk 
management measures. 
These may include 
appropriate analytical 
methods; reference 
standards and materials; 
and, the tracing of products 
for the purpose of 
facilitating withdrawal from 
the market when a risk to 
human health has been 
identified or to support post-
market monitoring as 
required according to the 
circumstances. 
 
United States (CL 
2004/34-GP): 30. Specific 
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The concept of “tracing” is introduced at this point without context or discussion.  The United 
States believes that it would be more appropriate to refer to documentation as a tool, rather than 
to a concept (“tracing”).  Therefore, the U.S. would rewrite this principle to read: 

30. Specific tools may be needed to facilitate the implementation and enforcement of risk 
management measures. These may include appropriate analytical methods; reference 
materials; and documentation to permit the trace back to the source of the problem whenever a 
risk to human health has been identified or to support post-market monitoring as required 
according to the circumstances. 

 
 
 
 
 
 
 
 
 
 
 
 
Thailand (CCGP 04/20/4-Add.1) 
As the term “appropriate analytical methods” is too subjective and difficult to justify, we propose 
to replace the word “appropriate” with “validated”. 
 

tools may be needed to 
facilitate the implementation 
and enforcement of risk 
management measures. 
These may include 
appropriate analytical 
methods; reference 
materials; and 
documentation to permit the 
trace back to the source of 
the problem whenever a 
risk to human health has 
been identified or to 
support post-market 
monitoring as required 
according to the 
circumstances. 
 
Thailand (CCGP 04/20/4-
Add.1): “ … These may 
include appropriate 
validated analytical 
methods; reference…” 
 

31. Risk management 
should be a continuing 
process that takes into 
account all newly 
generated data in the 
evaluation and review 
of risk management 
decisions.  Decisions 
should be evaluated 
regularly and updated 
as necessary to reflect 
new scientific 
knowledge and other 
information relevant to 
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risk analysis. 
 

32. [When relevant 
scientific evidence is 
insufficient to 
objectively and fully 
assess risk from a 
hazard in food, and 
where there is 
reasonable evidence 
from a preliminary risk 
assessment to suggest 
that adverse effects on 
human health may 
occur, but it is difficult 
to evaluate their nature 
and their extent, it may 
be appropriate for risk 
managers to apply 
precaution through 
interim measures, in 
order to protect the 
health of consumers 
without awaiting 
additional scientific 
data and full risk 
assessment.  
However, additional 
information should be 
sought, a more 
complete risk 
assessment should be 
performed, and the 
measures taken 
reviewed, all in a 
reasonable time 
frame.] 

 

Argentina (CCGP 04/20/4-Add.2) 
Paragraph 32 repeats the adoption of measures when the scientific evidence is insufficient, i.e. 
the application of the precaution. Comments to paragraph 9 are also applicable in this case in the 
sense that they suggest the deletion of any reference to this issue. 
 
 
 
 
 
 
Australia (CL 2004/34-GP) 
AS IT MAY BE DIFFICULT TO REACH CONSENSUS ON SOME ASPECTS OF RISK MANAGEMENT, THE COMMITTEE 
MAY CONSIDER 

b. If the section on risk management is retained, whether it should include the section on 
precaution in risk management, with the understanding that a general reference to precaution 
in risk analysis is retained in paragraph 9. 

Australia considers the section on precaution (paragraph 32, Annex 2) should be deleted. In 
taking this view, Australia considers that precaution is adequately covered in paragraph 9 and 
therefore does not need to be included under the section on risk management. This is also 
considered to be an issue that should be dealt with at the national level. Many countries, including 
Australia, already have in place a range of food safety measures, which are sufficiently flexible to 
adequately address these concerns. 
 
Brazil (CCGP 04/20/4-Add.1) 
In Annex II, paragraphs 32 and 33 do not reflect what has been assigned by the Commission to 
be treated in the document. This subject has already been discussed in the last session of the 
Commission. (See Report of the 24th Session of the Codex Alimentarius Commission July 2001 - 
page 12, paragraph 81), which decided that: “When there is evidence that a risk to human health 
exists but scientific data are insufficient or incomplete, the Commission should not proceed to 
elaborate a standard but should consider elaborating a related text, such as a code of practice, 
provided that such a text would be supported by the available scientific evidence. ” 
Moreover, Brazil would like to point out that there is no need to describe the situation as in 
paragraphs 32 and 33 since this situation has already been dealt with in the SPS agreement 
Article 5, Item 7. 
 

Argentina (CCGP 04/20/4-
Add.2): it is preferable not to 
include this issue in a 
document. We believe that 
the legal basis and the 
criteria for the application of 
measures by governments 
should be those established 
in the SPS Agreement. 
 
Australia (CL 2004/34-GP): 
: [When relevant scientific 
evidence is insufficient to 
…. reviewed, all in a 
reasonable time frame.] 
 
 
 
 
 
 
Brazil (CCGP 04/20/4-
Add.1): Brazil would like to 
point out that there is no 
need to describe the 
situation as in paragraphs 
32 and 33 since this 
situation has already been 
dealt with in the SPS 
agreement Article 5, Item 7. 
 
Brazil (CL 2004/34-GP): 
Repeats comments CCGP 
04/20/4-Add.1 
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 Brazil  (CL 2004/34-GP) 
Repeats comments CCGP 04/20/4-Add.1. 
 
 
Canada (CCGP 04/20/4-Add.1) 
When relevant scientific evidence is insufficient to objectively and fully assess risk from a hazard 
in food, and where there is reasonable evidence from a preliminary risk assessment to suggest 
that serious or irreversible adverse effects on human health may occur, but it is difficult to 
evaluate their nature and their extent, it may be appropriate for risk managers to apply precaution 
through interim provisional measures, in order to protect the health of consumers without awaiting 
additional scientific data and full risk assessment_. However, additional information should be 
sought, a more complete risk assessment should be performed, and incorporated into a 
subsequent risk assessment, and the measures taken reviewed, all in a reasonable time frame. 
Rationale: This paragraph recognizes the obligation of governments to take action to protect the 
health of consumers in those instances where, in the absence of complete scientific information, 
there is reasonable evidence to suggest that exposure to a food poses a risk to its citizens. 
Paragraph 9 indicates that “precaution” is an inherent element of risk analysis. Paragraph 32 
addresses the application of “precaution” in those special circumstances where the scientific data 
is incomplete. The revision to move the reference to “precaution” from the paragraph to the 
footnote places the emphasis on the actions allowed under these circumstances rather than the 
terminology which describes those actions. Furthermore, the suggested revision from “interim” to 
“provisional” makes this paragraph more consistent with the language used in Article 5.7 of the 
SPS Agreement which also acknowledges this obligation. The footnote acknowledges that some 
Member countries refer to these actions as applying “the precautionary principle” while others 
simply refer to it as the “application of precaution”. 
 
 
 
 
 
 
 
 
 
 
 
 
Chile (CL 2004/34-GP) 

Canada (CCGP 04/20/4-
Add.1): When relevant 
scientific evidence is 
insufficient to objectively 
and fully assess risk from a 
hazard in food, and where 
there is reasonable 
evidence from a preliminary 
risk assessment to suggest 
that serious or irreversible 
adverse effects on human 
health may occur, but it is 
difficult to evaluate their 
nature and their extent, it 
may be appropriate for risk 
managers to apply 
precaution through interim 
provisional measures, in 
order to protect the health 
of consumers without 
awaiting additional scientific 
data and full risk 
assessment_. However, 
additional information 
should be sought, a more 
complete risk assessment 
should be performed, and 
incorporated into a 
subsequent risk 
assessment, and the 
measures taken reviewed, 
all in a reasonable time 
frame. 
 
Chile (CL 2004/34-GP): In 
paragraph 32, it is 
necessary: 
• to limit its eventual 
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In paragraph 32, it is necessary: 
• to limit its eventual application further; 
• to grant the responsibility to justify to those that apply it; 
• to clearly establish its exceptional use in order to prevent it from turning into an usual 

practice; 
• that there are scientific grounds for its decision; 
• that its scope for these purposes is limited to food safety;   
• in addition to supporting the temporal condition of the measure as specified in Article 5.7 

of the WTO SPS Agreement. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
European Community  (CCGP 04/20/4-Add.1) 
Paragraphs 32 and 33: The European Community strongly supports retention of the text and 
deletion of square brackets. The European Community considers that governments are fully 
responsible for the protection of their citizens’ health. They should therefore have the possibility to 
take interim measures pending new scientific information where a preliminary risk assessment 
suggests that adverse effects on human health may occur as foreseen in article 5.7 of the SPS 
Agreement. This possibility should be taken into account by the Codex guidelines intended for the 
governments. 
 
 
 
 
 
 

application further; 
• to grant the 

responsibility to justify 
to those that apply it; 

• to clearly establish its 
exceptional use in 
order to prevent it from 
turning into an usual 
practice; 

• that there are scientific 
grounds for its 
decision; 

• that its scope for these 
purposes is limited to 
food safety; 

• in addition to 
supporting the 
temporal condition of 
the measure as 
specified in Article 5.7 
of the WTO SPS 
Agreement. 

 
European Community 
(CCGP 04/20/4-Add.1): “ [ 
When relevant scientific 
evidence is insufficient to 
objectively and fully assess 
risk from a hazard in food, 
……. information should be 
sought, a more complete 
risk assessment should be 
performed, and the 
measures taken reviewed, 
all in a reasonable time 
frame ] ” 
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India (CCGP 04/20/4-Add.1) 
Paragraphs 32 and also 33 suggest interim measures in case relevant scientific evidence is 
insufficient.  In such cases the interim measures could be only code of practice and/or guidelines, 
which the Commission has also endorsed in its 24th Session (Alinorm 01/41, para 81).  Therefore 
to have consistency in the approach we suggest removal of square brackets from both para.  In 
Paragraph 33 the words “as far as practicable” may be added after the word “measures”.  We 
therefore propose the following in para 33: 
In such situation The following considerations should be taken into account when deciding on the 
measures to be applied, especially as regards interim measures as far as practicable: 
 
 
Mexico (CL 2004/34-GP) 
It is believed that the inclusion of long-term aspects in the risk analyses should not turn into an 
international trade barrier. This is a very significant issue and it should be specified under which 
circumstances this argument can be accepted, mainly if current data show, on the basis of 
science and not on vague assumptions, potential long-term adverse effects. Risk analyses cannot 
be stopped just because it is speculated, with no justification at all, that adverse effects might 
arise. 
 
Philippines (CL 2004/34-GP) 
The connotation of time frame has to be clearly defined.  The options may include stating time 
frame in terms of number of years or an exact definition of what is a reasonable time frame.  We 
propose that another sentence be inserted between the word “assessment” and “However”.  The 
text to read as: 
[When relevant scientific evidence is insufficient to objectively and fully assess risk from a hazard 
in food, and where there is reasonable evidence from a preliminary risk assessment to suggest 
that adverse effects on human health may occur, but it is difficult their nature extent, it may be 
appropriate for risk managers to apply precaution though interim measures, in order to protect the 
health of consumers without awaiting additional scientific data and full risk assessment.   Such 
interim measures must be periodically reviewed taking into account the adverse comments 
from affected countries challenging the measures. However, additional information should be 
sought, a more complete risk assessment should be performed, and the measures taken 
reviewed, all in a reasonable time frame.] 
 
 
 
 

India (CCGP 04/20/4-
Add.1): “ [ When relevant 
scientific evidence is 
insufficient to objectively 
and fully assess risk from a 
hazard in food, ……. 
information should be 
sought, a more complete 
risk assessment should be 
performed, and the 
measures taken reviewed, 
all in a reasonable time 
frame ] ” 
 
 
 
 
 
 
Philippines (CL 2004/34-
GP): [When relevant 
scientific evidence is 
insufficient to objectively 
and fully assess risk from a 
hazard in food, and where 
there is reasonable 
evidence from a preliminary 
risk assessment to suggest 
that adverse effects on 
human health may occur, 
but it is difficult  their nature 
extent, it may be 
appropriate for risk 
managers to apply 
precaution though interim 
measures, in order to 
protect the health of 
consumers without awaiting 
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United States (CCGP 04/20/4-Add.1) 
The United States believes that principle 32 should be deleted. The rights and obligations of 
countries are adequately covered in the SPS agreement. Codex should not try to interpret or 
restate the trade agreements. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

additional scientific data 
and full risk assessment.  
Such interim measures 
must be periodically 
reviewed taking into 
account the adverse 
comments from affected 
countries challenging the 
measures. However, 
additional information 
should be sought, a more 
complete risk assessment 
should be performed, and 
the measures taken 
reviewed, all in a 
reasonable time frame.] 
 
United States (CCGP 
04/20/4-Add.1): “When 
relevant scientific evidence 
is insufficient to objectively 
and fully assess risk from a 
hazard in food, and where 
there is reasonable 
evidence from a preliminary 
risk assessment to suggest 
that adverse effects on 
human health may occur, 
but it is difficult to evaluate 
their nature and their 
extent, it may be 
appropriate for risk 
managers to apply 
precaution through interim 
measures, in order to 
protect the health of 
consumers without awaiting 
additional scientific data 
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United States (CL 2004/34- GP) 
This principle, as written, is vague and confusing.  The United States prefers that this principle be 
deleted.  If not deleted, it should be rewritten to more explicitly address the rights and obligations 
of member countries to take interim measures.  The U.S. suggests the following rewrite: 32 ” 
When there is evidence that a risk to human health exists but scientific data are insufficient or 
incomplete it may be appropriate for member countries to establish interim measures to protect 
the health of consumers until additional relevant scientific information is available and a more 
complete risk assessment performed.  Member countries that establish an interim measure must 
seek the additional relevant scientific evidence and review the interim measures accordingly, 
within a reasonable period of time.” 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Consumers International (CCGP 04/20/4-Add.1) 
The inclusion of this paragraph under this section on risk management is essential for consumer 

and full risk assessment.  
However, additional 
information should be 
sought, a more complete 
risk assessment should be 
performed, and the 
measures taken reviewed, 
all in a reasonable time 
frame” 
 
United States (CL 
2004/34-GP): 32 ” When 
there is evidence that a risk 
to human health exists but 
scientific data are 
insufficient or incomplete it 
may be appropriate for 
member countries to 
establish interim measures 
to protect the health of 
consumers until additional 
relevant scientific 
information is available and 
a more complete risk 
assessment performed.  
Member countries that 
establish an interim 
measure must seek the 
additional relevant scientific 
evidence and review the 
interim measures 
accordingly, within a 
reasonable period of time.” 
 
Consumers International 
(CCGP 04/20/4-Add.1): “ [ 
When relevant scientific 
evidence is insufficient to 
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protection. There will be, and have been, situations where failure by risk managers to act when 
scientific uncertainty makes it impossible to conduct a full risk assessment would put consumer 
safety at risk. In such circumstances it is appropriate that precaution is applied. 
 
 
Consumers International (CL 2004/34-GP) 
Paragraphs 32-33. CI strongly supports retention of these two paragraphs which are currently in 
italics. Reference is made to the amendments that we proposed to improve these paragraphs in 
our comments submitted prior to the twentieth session.  
 
49 P (CCGP 04/20/4-Add.1) 
The 49 P organization strongly supports inclusion of the bracketed Principle 32. This language is 
an expression of a precautionary approach, as found in numerous laws of Codex members (for 
example, the Precautionary Principle is included in over 40 US statutes). We understand that 
some delegations suggest that the points made here are adequately covered in the WTO/SPS 
agreement. However, (1) not all Codex members are signatories of the SPS, (2) Codex principles 
should be integral and complete, standing on their own, and (3) the WTO has decided to follow 
Codex norms—Codex has not decided to abdicate its responsibilities to the WTO. 
 
 
 
49 P (CL 2004/34-GP) 
The 49 P organization strongly supports inclusion of the italicized para 32, currently in brackets.  
This precautionary language reflects the WTO SPS provision on precautionary measures and is 
needed since not all Codex members are parties to the WTO.  Furthermore, it is consistent with 
recent international practice (eg, the Cartagena Biosafety Protocol, the new US food import rules 
to combat bioterrorism, EU rulings, etc.) as well as actual laws in many member countries (it has 
been estimated that 40 US statutes include precautionary regulation).   
 

objectively and fully assess 
risk from a hazard in food, 
……. information should be 
sought, a more complete 
risk assessment should be 
performed, and the 
measures taken reviewed, 
all in a reasonable time 
frame ] ” 
 
49 P (CCGP 04/20/4-
Add.1): “ [ When relevant 
scientific evidence is 
insufficient to objectively 
and fully assess risk from a 
hazard in food, ……. 
information should be 
sought, a more complete 
risk assessment should be 
performed, and the 
measures taken reviewed, 
all in a reasonable time 
frame ] ” 
 
 
 

33. [In such situation The 
following 
considerations should 
be taken into account 
when deciding on the 
measures to be 
applied, especially as 
regards interim 
measures: 

Brazil (CCGP 04/20/4-Add.1) 
In Annex II, paragraphs 32 and 33 do not reflect what has been assigned by the Commission to 
be treated in the document. This subject has already been discussed in the last session of the 
Commission. (See Report of the 24th Session of the Codex Alimentarius Commission July 2001 - 
page 12, paragraph 81), which decided that: “When there is evidence that a risk to human health 
exists but scientific data are insufficient or incomplete, the Commission should not proceed to 
elaborate a standard but should consider elaborating a related text, such as a code of practice, 
provided that such a text would be supported by the available scientific evidence. ” 

Brazil (CCGP 04/20/4-
Add.1): would like to point 
out that there is no need to 
describe the situation as in 
paragraphs 32 and 33 since 
this situation has already 
been dealt with in the SPS 
agreement Article 5, Item 7. 
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(a) Examination of the 
full range of 
management options 
should be undertaken 
with all the 
stakeholders. This 
should include an 
assessment of the 
potential advantages 
and disadvantages of 
the alternative 
measures, including, 
where appropriate, 
flexibility and cost, 
effectiveness 
considerations. 
(b) There should be a 
transparent 
explanation of the 
need for the 
measures and the 
procedures followed 
to establish them. 
 
(c) The 
decisions/measures 
taken are proportional 
to the potential extent 
of the health risk and 
based on the 
available scientific 
data. 
 
(d) The 
decisions/measures 
taken are consistent 
with those taken in 
similar 

Moreover, Brazil would like to point out that there is no need to describe the situation as in 
paragraphs 32 and 33 since this situation has already been dealt with in the SPS agreement 
Article 5, Item 7. 
 
Canada (CCGP 04/20/4-Add.1) 
[In such situations The following considerations should be taken into account when deciding on 
the measures to be applied, especially as regards interim provisional measures: 
Rationale: We suggest changing “interim” to “provisional” for consistency with our proposed 
amendment to paragraph 32 and with the terminology in Article 5.7 of the SPS Agreement. 
(a) Examination of the full range of management options should be undertaken with all the 
stakeholders. This should include an assessment of the potential advantages and disadvantages 
of the alternative measures, including, where appropriate, flexibility and cost, effectiveness 
considerations. 
(b) There should be a transparent explanation of the need for the measures and the procedures 
followed to establish them 
(c) The decisions/measures taken are proportional to the potential extent of the health risk and 
based on the available scientific data 
(d) The decisions/measures taken are consistent with those taken in similar circumstances, based 
on all the available pertinent information, including available scientific information. 
(e) The measures taken are the least trade restrictive to achieve the desired level of protection of 
the health of consumers. 
(f) The decisions/measures are subject to an on-going, transparent review process involving 
interested stakeholders. 
(g) Information should continue to be gathered to strengthen the scientific evidence. The original 
decisions should be reviewed and decisions taken to retain, modify, strengthen or rescind any 
measures as appropriate in the light of such information. 
Rationale: It is Canada’s opinion that the criteria identified in paragraph 33 are applicable to all 
risk management decisions since scientific information is never complete and is constantly 
changing. However, it is also acknowledged that the intent of paragraph 33 is to establish some 
disciplines around the application of “provisional measures” so that such actions are undertaken in 
a consistent manner. The suggested revisions acknowledge the general applicability of the 
identified criteria while recognizing their intent is to provide for a consistent application of 
paragraph 32. Furthermore, it must also be recognized that the list is not exhaustive and that 
other considerations may need to be taken into account, particularly by those Member countries 
who are also members of the WTO. 
 
 
Chile (CL 2004/34-GP) 

 
 
Canada (CCGP 04/20/4-
Add.1): [In such situations 
The following 
considerations should be 
taken into account when 
deciding on the measures 
to be applied, especially as 
regards interim provisional 
measures: 
(a) Examination 
(b) There should….. 
(c) The decisions…. 
(d) The decisions / measure…
(e) The measures taken are 
the least trade restrictive to 
achieve the desired level of 
protection of the health of 
consumers. 
(f) The decisions / 
measures ….. 
(g) Information should…. 
 
 
 
 
 
 
 
 
 
Chile (CL 2004/34- GP): To 
expressly point out 
consistency and non 
discrimination issues. 
countries should not apply 
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circumstances, based 
on all the available 
pertinent information, 
including available 
scientific information. 
 
(e) The measures 
taken are the least 
trade restrictive to 
achieve protection of 
the health of 
consumers. 
 
(f) The 
decisions/measures 
are subject to an on-
going, transparent 
review process 
involving interested 
stakeholders. 
 
(g) Information should 
continue to be 
gathered to 
strengthen the 
scientific evidence. 
The original decisions 
should be reviewed 
and decisions taken 
to retain, modify, 
strengthen or rescind 
any measures as 
appropriate in the 
light of such 
information] 

 

In paragraph 33, to expressly point out consistency and non discrimination issues. There is some 
vague reference but an express mention would be preferred. Another related aspect that should 
be indicated is that countries should not apply precautionary measures to imported food if they 
have not done so to their national products under similar circumstances. In the WTO context, this 
is called "National Treatment.” 
Alternative 2 for Precaution 
Another approach could be to develop the precaution issue in a more incipient way, in this part of 
Risk Management, in any case, making it consistent with Article 5.7 of the SPS Agreement and 
expressing in the text the relationship between uncertainty and precaution. Then, in the section 
Risk Assessment, to elaborate on precaution, especially as regards the lack of background 
information. With this approach, precaution will represent, in a way, a form of uncertainty. 
With this second alternative, in elaborating more on uncertainty than precaution, further objectivity 
is likely to be achieved when it is incorporated as a part of the assessment and it is possible to 
quantify it. 
 
European Community (CCGP 04/20/4-Add.1) 
Paragraphs 32 and 33: The European Community strongly supports retention of the text and 
deletion of square brackets. The European Community considers that governments are fully 
responsible for the protection of their citizens’ health. They should therefore have the possibility to 
take interim measures pending new scientific information where a preliminary risk assessment 
suggests that adverse effects on human health may occur as foreseen in article 5.7 of the SPS 
Agreement. This possibility should be taken into account by the Codex guidelines intended for the 
governments. 
- Paragraph 33, 2nd line: replace “especially as regards” by “including”.  The European 
Community is of the opinion that the considerations listed in paragraph 33 should apply to all kind 
of measures and not especially regarding interim measures. 
- Paragraph 33(a): Add at the beginning “Wherever possible” and an additional sentence at the 
end of the sub-paragraph (a) : “It is recognised that this may not always be possible in emergency 
situations” 
Under emergency situations, it might not be always possible to consult all stakeholders on 
potential advantages and disadvantages of alternative measures. 
 
 
 
India (CCGP 04/20/4-Add.1) 
Paragraphs 32 and also 33 suggest interim measures in case relevant scientific evidence is 
insufficient.  In such cases the interim measures could be only code of practice and/or guidelines, 
which the Commission has also endorsed in its 24th Session (Alinorm 01/41, para 81).  Therefore 

precautionary measures to 
imported food if they have 
not done so to their national 
products under similar 
circumstances. 
 
 
 
 
European Community 
(CCGP 04/20/4-Add.1): [ In 
such situation The following 
considerations should be 
taken into account when 
deciding on the measures 
to be applied, especially as 
regards  “including”.  
interim measures: 
(a)“Wherever possible 
Examination of the full 
range of management 
options should be 
undertaken with all the 
stakeholders. This should 
include an assessment of 
the potential advantages 
and disadvantages of the 
alternative measures, 
including, where 
appropriate, flexibility and 
cost, effectiveness 
considerations. It is 
recognised that this may 
not always be possible in 
emergency situations. 

. 
India (CCGP 04/20/4-
Add.1):  [ In such situations 
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to have consistency in the approach we suggest removal of square brackets from both para.  In 
Paragraph 33 the words “as far as practicable” may be added after the word “measures”.  We 
therefore propose the following in para 33: 
In such situation The following considerations should be taken into account when deciding on the 
measures to be applied, especially as regards interim measures as far as practicable: 
 
 
Mexico (CL 2004/34-GP) 
It is believed that the inclusion of long-term aspects in the risk analyses should not turn into an 
international trade barrier. This is a very significant issue and it should be specified under which 
circumstances this argument can be accepted, mainly if current data show, on the basis of 
science and not on vague assumptions, potential long-term adverse effects. Risk analyses cannot 
be stopped just because it is speculated, with no justification at all, that adverse effects might 
arise. 
 
New Zealand (CL 2004/34-GP) 
Paragraph 33(a) is unrealistic as a general principle. 
 
United States (CCGP 04/20/4-Add.1) 
The United States believes that this principle should be deleted. Elements of this principle are not 
necessarily restricted to interim measures. Sub-elements (a), (b), (e), (f) and (g) are adequately 
addressed in other principles. Sub-elements (c) relating to proportionality and (d) relating to 
decisions/measures taken in similar circumstances are elements of risk assessment policy. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

The following 
considerations should be 
taken into account when 
deciding on the measures 
to be applied, especially as 
regards interim measures 
as far as practicable: 
(a) Examination 
(b) There should….. 
(c) The decisions…. 
(d) The decisions / measure…
(e) The measures taken … 
(f) The decisions / 
measures ….. 
(g) Information should…. 
 
 
 
 
United States (CCGP 
04/20/4-Add.1): [In such 
situation The following 
considerations should be 
taken … interim measures: 

(a) Examination of the full 
… effectiveness 
considerations. 
(b) There should be a  … 
followed to establish 
them. 
(c) The decisions  / 
measures …scientific 
data. 
(d) The decisions / 
measures taken  … 
available scientific 
information. 
(e) The measures taken  
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United States (CL 2004/34-GP) 
The United States believes that this principle should be deleted.  Elements of this principle are not 
necessarily restricted to interim measures.  Sub-elements (a), (b), (e), (f) and (g) are adequately 
addressed in other principles. Sub-elements (c) relating to proportionality and (d) relating to 
decisions/measures taken in similar circumstances are elements of risk assessment policy.  If 
paragraph 33 is not to be deleted, the U.S. believes that element a) could be combined with 
principle 27, as this consideration applies to all measures, not just to interim measures.  The U.S. 
believes that element b) can be improved by including language to refer to refer to interim 
measures.  The U.S. would rewrite element b) to read: 33 “There should be a transparent 
explanation of the consumer health need for an interim measure, the procedures followed to 
establish the measure and the reason for not waiting for more complete scientific information. 
In element c), the U.S. believes that the word “potential” should be deleted and the phrase “as 
determined by a risk assessment” should be added.  The U.S. would rewrite the element to read: 
The interim decisions/measures taken are proportional to the extent of the health risk as 
determined by a risk assessment, based on the available scientific data. 
Element e) is redundant and should be deleted 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

… of consumers. 
(f) The decisions / … 
stakeholders. 
 
(g) Information should … 
such information] 

 
United States (CL 
2004/34-GP): [The following 
considerations should be 
taken into account when 
deciding on the measures 
to be applied, especially as 
regards interim measures: 
a.) There should be a 
transparent explanation of 
the consumer health need 
for an interim measure, the 
procedures followed to 
establish the measure and 
the reason for not waiting 
for more complete scientific 
information. 
b.) The interim 
decisions/measures taken 
are determined by a risk 
assessment, based on the 
available scientific data. 
c.) The interim 
decisions/measures taken 
are consistent with those 
taken in similar 
circumstances, based on all 
the available pertinent 
information, including 
available scientific 
information. 
d.) The 
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Consumers International (CCGP 04/20/4-Add.1) 
(33)(a) We agree that an examination of the full range of risk management options should be 
undertaken with all stakeholders and that this should include an assessment of the potential 
advantages and disadvantages of the alternative measures, including where appropriate, flexibility 
and cost-effectiveness considerations. It is also important that this assessment considers the 
implications of failing to take any action and therefore we suggest that the following wording is 
added to the end of 33 (a) ‘taking into account potential costs of failing to act.’ 
33(c) We agree that decisions/ measures taken should be proportional to the potential extent of 
the health risk and based on the available scientific data. However, it will always be easier to 
quantify the economic impact of introducing a measure compared to the long-term public health 
and economic implications of failing to take action. Care should also be taken that there isn’t over-
reliance on limited data when faced with scientific uncertainty which could prove to be misleading. 
This was for example the case when Bovine Spongiform Encephalopathy (BSE) was first 
discovered in the UK. Decisions/ measures should also take into account other legitimate factors. 
Many factors will impact on the acceptability of a particular risk, including for example whether it is 
voluntary or involuntary and whether or not there are any benefits. 
We therefore suggest that the following wording is included at the end of 33 (c) ‘while 
acknowledging its potential limitations’ and that ‘other legitimate factors’ are acknowledged. The 
sentence would therefore read as follows: 
‘The decisions/ measures taken are proportional to the potential extent of the health risk, based 
on the available scientific data while acknowledging any potential limitations, and taking into 

decisions/measures are 
subject to an on-going, 
transparent review process 
involving interested 
stakeholders. 
e.) Information should 
continue to be gathered to 
strengthen the scientific 
evidence. The original 
decisions should be 
reviewed and decisions 
taken to retain, modify, 
strengthen or rescind any 
measures as appropriate in 
the light of such 
information] 
Consumers International 
(CCGP 04/20/4-Add.1): (a) 
Examination of the full 
range of management 
options should be 
undertaken with all the 
stakeholders. This should 
include an assessment of 
the potential advantages 
and disadvantages of the 
alternative measures, 
including, where 
appropriate, flexibility and 
cost, effectiveness 
considerations ‘taking into 
account potential costs of 
failing to act.’ 
(c) ‘The decisions / 
measures taken are 
proportional to the potential 
extent of the health risk, 
based on the available 
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account other legitimate factors.’ 
 
Consumers International (CL 2004/34-GP) 
Paragraphs 32-33. CI strongly supports retention of these two paragraphs which are currently in 
italics. Reference is made to the amendments that we proposed to improve these paragraphs in 
our comments submitted prior to the twentieth session.  
Sub-paragraph 33(a). We suggest the addition of the following wording at the end of the sentence: 
“as well as the potential costs if no action is taken”.  
Sub-paragraph 33 (c). We suggest that the following wording is included at the end of the 
paragraph to reflect the need for care that there is not over-reliance on limited data when faced 
with scientific uncertainty which could prove to be misleading or wrong – for example, initial 
assumptions that Bovine Spongiform Encephalopathy (BSE) would behave like scrapie: “while 
acknowledging any potential limitations”. 
 
49P (CCGP 04/20/4-Add.1) 
In regard to Principle 33, we see that some provisions appear to duplicate language in other parts 
of the Proposed Draft. 
 
49 P (CL 2004/34-GP) 
We also support the bracketed para 33, except for subsection (e); it is not within the mandate of 
Codex to favor certain trade policies over others.  In subsections (a) and (f) the term 
“stakeholders” should be replaced by the term already used in this text, “interested parties” (see 
definition in footnote 3; see usage para 36).  Again, this would simplify the confusing multiplicity of 
terms used in Codex materials on this subject. 
 

scientific data while 
acknowledging any 
potential limitations, and 
taking into account other 
legitimate factors.’ 
 
 
 

RISK COMMUNICATION 
 
34. Risk communication 

should: 
(i) promote 
awareness and 
understanding of the 
specific issues under 
consideration during 
the risk analysis 
process; 
(ii) promote 

Iran (CL 2004/34-GP) 
IRAN recommends (/) after “option” delete &change to ”and”. As you know “public” covers all 
common people including” interested parties”. IRAN recommends ”awareness” add after 
“understanding”. 
 
 
 
 
 
 
 
United States (CL 2004/34-GP) 

Iran (CL 2004/34-GP): “… 
promote awareness and 
understanding of the 
specific issues under 
consideration during the 
risk analysis process; &” 
“public” covers all common 
people including interested 
parties”. Iran recommends 
“awareness” add after 
“understanding”. 
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consistency and 
transparency in 
formulating risk 
management 
options/recommendatio
ns; 

(iii) provide a sound basis 
of information for 
understanding the risk 
management decisions 
proposed; 

(iv) improve the overall 
effectiveness and 
efficiency of the risk 
analysis process; 
(v) strengthen the 
working relationships 
among participants; 

(vi) foster public 
understanding of the risk 
analysis process, so as to 
enhance trust and 
confidence in the safety of 
the food supply; 

(vii) promote the 
appropriate 
involvement of all 
interested parties; and 

(viii) foster the exchange of 
information in relation to 
the concerns of interested 
parties about the risks 
associated with food. 
 
35. Risk analysis should 

include clear, 
interactive and 
documented 

This section does not fully convey the importance of accurately communicating the nature of the 
risk, the management measures and their anticipated effect.  Consequently, the U.S. suggests 
adding a header paragraph, to read:34 “Risk communication involving all stakeholders should 
include an accurate description of the nature of the risk and a transparent explanation of the risk 
management actions, including the options available, the rationale for selecting the option(s) and 
the anticipated effect(s). This will include:…” 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

United States (CL2004/34-
GP): Risk communication 
involving all stakeholders 
should include an accurate 
description of the nature of 
the risk and a transparent 
explanation of the risk 
management actions, 
including the options 
available, the rationale for 
selecting the option(s) and 
the anticipated effect(s). 
This will include: 
(i) promoting awareness 
and understanding of the 
specific issues under 
consideration during the 
risk analysis process; 
(ii) promoting consistency 
and transparency in 
formulating risk 
management 
options/recommendations; 
(iii) providing a sound basis 
of information for 
understanding the risk 
management decisions 
proposed; 
(iv) improving the overall 
effectiveness and efficiency 
of the risk analysis process; 
strengthening the working 
relationships among 
participants; 
(iv) fostering public 
understanding of the risk 
analysis process, so as to 
enhance trust and 
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communication, 
amongst risk assessors 
and risk managers, and 
reciprocal 
communication with all 
interested parties in all 
aspects of the process. 

 
 
 
 
 
 
 
 
Consumers International (CCGP 04/20/4-Add.1) 
We generally support this section on risk communication. It is essential that risk communication is 
seen as a two-way exchange of information that can help to ensure the quality and robustness of 
the risk analysis by ensuring that the process incorporates the views, experiences and attitudes of 
all interested parties as well as enhancing transparency and dissemination of information. 
 
Consumers International (CL 2004/34-GP) 
Paragraph 35. We propose that this is changed to “Risk analysis should include clear, interactive, 
timely and documented communication…….” 
 
49P (CCGP 04/20/4-Add.1) 
We think that Principles 34-37, on Risk Communication, are satisfactory, providing for 
transparency and recognizing that affected communities often have important information to 
transit to assessors. 
 

confidence in the safety of 
the food supply; 
(v) promoting the 
appropriate involvement of 
all interested parties; and 
(vi) fostering the exchange 
of information in relation to 
the concerns of interested 
parties about the risks 
associated with food. 
 

36. Risk communication 
should be more than 
the dissemination of 
information. Its major 
function should be to 
ensure that all 
information and opinion 
essential for effective 
risk assessment and 
risk management is 
exchanged among 
interested parties and 
incorporated into the 
decision making 
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process. Ongoing 
reciprocal 
communication 
amongst all interested 
parties should be an 
integral part of the risk 
analysis process.  

 
37. Risk communication 

involving interested 
parties should include 
a transparent 
explanation of the risk 
assessment policy and 
of the assessment of 
risk, including the 
uncertainty.  The need 
for specific standards 
or related texts and the 
procedures followed to 
determine them, 
including how the 
uncertainty was dealt 
with, should also be 
clearly explained.  It 
should indicate any 
constraints, 
uncertainties, 
assumptions and their 
impact on the risk 
analysis process, and 
minority opinions. 

 

Iran (CL 2004/34-GP) 
Line 5: If “minority opinion” effects in risk analysis, IRAN recommends either it- minority opinion- 
adds after “assumption” on- line 4-or mentions  clearly  & or as separate sentence. 
 
 
 
Consumers International (CL 2004/34-GP) 
We suggest that the first sentence is amended as follows: “Risk communication involving 
interested parties should include a transparent explanation of the risk assessment policy, and of 
the assessment of risk, including methodological uncertainty, data gaps, and risk assessment and 
risk management assumptions resulting from such uncertainty and data gaps.  In the event that 
precautionary interim measures are taken, risk communication should indicate the rationale for 
such measures and the time frame in which full risk assessment and risk management decisions 
will be taken, pending the availability of pertinent scientific data”.  
 
 

Iran (CL 2004/34-GP):  
“…It should indicate any 
constraints, uncertainties, 
assumptions minority 
opinion and their …” 
 
Consumers International 
(CL 2004/34-GP): “Risk 
communication involving 
interested parties should 
include a transparent 
explanation of the risk 
assessment policy, and of 
the assessment of risk, 
including methodological 
uncertainty, data gaps, and 
risk assessment and risk 
management assumptions 
resulting from such 
uncertainty and data gaps.  
In the event that 
precautionary interim 
measures are taken, risk 
communication should 
indicate the rationale for 
such measures and the 
time frame in which full risk 
assessment and risk 
management decisions will 
be taken, pending the 
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availability of pertinent 
scientific data”.  The …” 
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ANNEX 1 
 
U.S. REDRAFT 
PROPOSED DRAFT PRINCIPLES FOR RISK ANALYSIS15 (At Step 3 of the Procedure) 

SCOPE 

1. The purpose of these Principles is to provide a framework for the conduct of risk analysis applied to food safety issues, as guidance to governments. 

RISK ANALYSIS - GENERAL ASPECTS 
2. The overall objective of risk analysis applied to food safety is to ensure public health protection. 

3. The risk analysis process should be 
- applied consistently, 
- open, transparent and documented 

 

4. The risk analysis process should follow a structured approach incorporating the three distinct but closely linked components of risk analysis (risk 
assessment, risk management and risk communication), each being integral to the overall risk analysis process. The three components of risk analysis should 
be applied within an overarching framework of strategies and policies to manage food related risks to human 

5. The three components of risk analysis should be documented fully and systematically in a transparent manner. While respecting legitimate concerns to 
preserve confidentiality, documentation should be accessible to all interested parties.16 

6. Effective communication and consultation with all interested parties should be ensured established and maintained throughout the risk analysis process. 

7. There should be a functional separation of risk assessment and risk management, to the extent practicable, in order to ensure the scientific integrity of the 
risk assessment, to avoid confusion over the functions to be performed by risk assessors and risk managers and to reduce any conflict of interest.  However, it 
is recognized that risk analysis is an iterative process, and interaction between risk managers and risk assessors is essential for practical application. 

8. Precaution is an inherent element of risk analysis. Many sources of uncertainty exist in the process of risk assessment and risk management of food related 
hazards to human health. The degree of uncertainty and variability in the available scientific information should be explicitly considered in the risk analysis 
process. 

Risk Assessment Policy17 

                                                   
15 These principles are intended for governments and will be incorporated into the Codex Alimentarius. 
16 For the purpose of the present document, the term “interested parties” refers to “risk assessors, risk managers, consumers, industry, the academic community and, as appropriate, other 
relevant parties and their representative organizations” (see definition of “Risk Communication”) 
17 Elements of risk assessment policy include, among others: priority setting for risk assessments, modes of interaction between risk assessors and risk managers, selection criteria for risk 
assessors, allocation of resources, and use of peer review 
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9. Determination of risk assessment policy should be included as a specific component of risk management. 

10. Risk assessment policy should be established by risk managers in advance of risk assessment, in consultation with risk assessors and all other interested 
parties, in order to ensure that the risk assessment process is systematic, complete, unbiased and transparent. 

11. The mandate given by risk managers to risk assessors should be as clear as possible. 

RISK ASSESSMENT 
12. Health and food safety decisions and recommendations should be based on a risk assessment, as appropriate to the circumstances. 

13. Food safety risk assessment should be soundly based on science, should incorporate the four steps of the risk assessment process, i.e. hazard 
identification, hazard characterization, exposure assessment and risk characterization, and should be documented in a transparent manner. 

14. The scope and purpose of the particular risk assessment being carried out should be clearly stated.  The output form and possible alternative outputs of 
the risk assessment should be defined 

15. Information on the identities of government experts, their individual expertise and their professional experience should be publicly available.  Experts from 
outside government responsible for risk assessment should be selected in a transparent manner on the basis of their expertise and their independence with 
regard to the interests involved. The procedures used to select these experts should be documented including a public declaration of any potential conflict of 
interest. This declaration should also identify and detail their individual expertise and experience. 

16. Risk assessment should be based on all available scientific data. It should use available quantitative information to the greatest extent possible. Risk 
assessment may also take into account relevant qualitative information, when appropriate. 

17. Risk assessment should take into account relevant ecological and environmental conditions as they affect the hazard, production, transport, storage and 
handling practices used throughout the food chain including traditional practices, methods of analysis, sampling and inspection and the prevalence of specific 
adverse health effects. 

18. Risk assessments should be based on realistic exposure scenarios, with consideration of different situations being defined by risk assessment policy. 
They should include consideration of susceptible and high-risk population groups, as appropriate.  If relevant to the risk assessment and if available, acute, 
chronic (including long-term), cumulative, and/or combined adverse health effects should be taken into account in carrying out the risk assessment. 

19. Constraints, uncertainties and assumptions and their impact on the risk assessment should be explicitly considered at each step in the risk assessment 
process and documented in a transparent manner. Expression of uncertainty or of variability in risk estimates may be qualitative or quantitative, but should be 
quantified to the extent that is scientifically achievable. 

20. The report of the risk assessment should include the scope and purpose of the risk assessment carried out, the background of the request, the information 
considered, the scientific reasoning and the conclusions of the risk assessors. The report should indicate any constraints, uncertainties, assumptions and their 
impact on the risk assessment, and minority opinions. The responsibility for resolving the impact of uncertainty on the risk management decision lies with the 
risk manager, not the risk assessors. 

21. The results of the risk assessment including a risk estimate, if available, should be presented in a readily understandable and useful form to risk managers 
and made available to other risk assessors and interested parties so that they can review the assessment. 
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RISK MANAGEMENT 
22. Risk management should follow a structured approach including preliminary risk management activities18, identification and evaluation of risk management 
options, selection of appropriate option(s), implementation of management decisions, monitoring and review of the decision taken.19 

23. Risk management decisions should be determined primarily by human health considerations. 

24. In achieving agreed outcomes, risk management should take into account production, transport, storage and handling practices used throughout the food 
chain including traditional practices, methods of analysis, sampling and inspection, feasibility of enforcement and compliance, and the prevalence of specific 
adverse health effects. 

25 The risk management process should be transparent and fully documented.  Decisions and recommendations on risk management should be documented, 
and, where appropriate, clearly identified in national standards and regulations so as to facilitate a wider understanding of the risk management by all 
interested parties. 

26. The risk management options selected should reflect the assumptions used for the risk assessment and the degree of uncertainty in the risk 
characterization. 

27. Risk management options should be assessed in terms of the scope and purpose of risk analysis and the level of consumer health protection they 
achieve. The outcome of the preliminary risk management activities should be combined with the evaluation of all available risk management options in order 
to reach a decision on management of the risk.  The option of not taking any action should also be considered. 

28. Risk management should take into account economic consequences of options that achieve the same level of protection.  Risk management should 
consider the feasibility of risk management options and recognize the need for alternative options.  Where necessary, risk managers should ask risk 
assessors to evaluate the potential changes in risk resulting from different risk management options.  Examination of the full range of management options 
should be undertaken with all the stakeholders.  This should include an assessment of the potential advantages and disadvantages of the alternative 
measures, including, where appropriate, flexibility and cost, effectiveness considerations. 

29. Other legitimate factors relevant to the risk management may be considered in selecting risk management options.  However, such consideration should 
not be carried out in an arbitrary manner and any such consideration should be made transparent. 

30. Where appropriate, implementation of the risk management decision should be followed by evaluation of both the effectiveness of the control measure(s) 
and its impact on risk to the exposed consumer population, to ensure that the purpose of the measure(s) is met. 

31. Post-market monitoring may be an appropriate risk management measure in specific circumstances.  Such circumstances include: 
a.) Verifying conclusions about the absence or the possible occurrence, impact or significance of potential consumer health effects; 
or, 

                                                   
18 For the purpose of these Principles, preliminary risk management activities are taken to include: identification of a food safety problem; establishment of a risk profile; ranking of the hazard 
for risk assessment and risk management priority; establishment of risk assessment policy for the conduct of the risk assessment; commissioning of the risk assessment; and consideration of 
the result of the risk assessment. 
19 FAO/WHO Expert Consultation on Risk Management and Food Safety and Joint FAO/WHO Consultation on Principles and Guidelines for Incorporating Microbiological Risk Assessment 
in the Development of Food Safety Standards 
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b.) Monitoring changes in nutrient intake levels, associated with the introduction of foods likely to significantly alter nutritional status, 
to determine their human health impact 

The objective, need and utility of post market monitoring should be considered, on a case-by-case basis, during risk assessment and its practicability should 
be considered during risk management. 

32. Specific tools may be needed to facilitate the implementation and enforcement of risk management measures. These may include appropriate analytical 
methods; reference materials; and documentation to permit the trace back to the source of the problem whenever a risk to human health has been identified or 
to support post-market monitoring as required according to the circumstances. 

33. Risk management should be a continuing process that takes into account all newly generated data in the evaluation and review of risk management 
decisions. Decisions should be evaluated regularly and updated as necessary to reflect new scientific knowledge and other information relevant to risk 
analysis. 

34. [When there is evidence that a risk to human health exists but scientific data are insufficient or incomplete it may be appropriate for member countries to 
establish interim measures to protect the health of consumers until additional relevant scientific information is available and a more complete risk assessment 
performed.  Member countries that establish an interim measure must seek the additional relevant scientific evidence and review the interim measures 
accordingly, within a reasonable period of time.” 

35. [The following considerations should be taken into account when deciding on the measures to be applied, especially as regards interim measures: 
f.) There should be a transparent explanation of the consumer health need for an interim measure, the procedures followed to establish the 
measure and the reason for not waiting for more complete scientific information. 
g.) The interim decisions/measures taken are determined by a risk assessment, based on the available scientific data. 
h.) The interim decisions/measures taken are consistent with those taken in similar circumstances, based on all the available pertinent information, 
including available scientific information. 
 
i.) The decisions/measures are subject to an on-going, transparent review process involving interested stakeholders. 
j.) Information should continue to be gathered to strengthen the scientific evidence. The original decisions should be reviewed and decisions taken 
to retain, modify, strengthen or rescind any measures as appropriate in the light of such information] 

 
RISK COMMUNICATION 
36. Risk communication involving all stakeholders should include an accurate description of the nature of the risk and a transparent explanation of the risk 
management actions, including the options available, the rationale for selecting the option(s) and the anticipated effect(s). This will include: 

(i) promoting awareness and understanding of the specific issues under consideration during the risk analysis process; 
(ii) promoting consistency and transparency in formulating risk management options/recommendations; 
(iii) providing a sound basis of information for understanding the risk management decisions proposed; 
(iv) improving the overall effectiveness and efficiency of the risk analysis process; 
strengthening the working relationships among participants; 
(iv) fostering public understanding of the risk analysis process, so as to enhance trust and confidence in the safety of the food supply; 
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(v) promoting the appropriate involvement of all interested parties; and 
(vi) fostering the exchange of information in relation to the concerns of interested parties about the risks associated with food. 

 
37. Risk analysis should include clear, interactive and documented communication, amongst risk assessors and risk managers, and reciprocal communication 
with all interested parties in all aspects of the process. 

38. Risk communication should be more than the dissemination of information. Its major function should be to ensure that all information and opinion essential 
for effective risk assessment and risk management is exchanged among interested parties and incorporated into the decision making process. 

39. Risk communication involving interested parties should include a transparent explanation of the risk assessment policy and of the assessment of risk, 
including the uncertainty. The need for specific standards or related texts and the procedures followed to determine them, including how the uncertainty was 
dealt with, should also be clearly explained. It should indicate any constraints, uncertainties, assumptions and their impact on the risk analysis process, and 
minority opinions. 

 

 


