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Background

1. Atits 32" Session the CCMAS agreed that an electronic working group chaired by New Zealand, with

the assistance of the Netherlands and the United States, working in English only, would develop Proposed
Draft Principles for the Use of Sampling and Testing in International Food Trade for circulation at Step 3
and consideration by the next session.

2. The Committee agreed that the proposed principles would not provide detailed guidance to
governments but would provide a framework for the development of guidance on the choice of an
appropriate sampling and testing procedure taking into account sampling variability; considerations on
measurement uncertainty; consideration of preventive measures in exporting countries to ensure exported
foods meet requirements, and the possible implications of those measures for the design of sampling and
testing procedures at the point of import; and reducing the probability of a subsequent dispute occurring
through pre-market procedures.

3. It was understood that the concepts of producer’s and consumer’s risks would be addressed while
considering sampling issues.

4.  The Committee agreed that the new work should not result in a reconsideration of current approaches
and procedures for establishing food safety provisions and in particular maximum limits or levels, and that
no changes should be made to existing documents.

5. The project document that was proposed to the Commission, and approved, is presented in Appendix
IV of the Report of the 32™ Session (REP 11/MAS).

Preliminary activities: preparation of the working environment

6. New Zealand prepared the environment for facilitating the development of the Proposed Draft
Principles:
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- an invitation letter to Codex members and international organizations to nominate participants and
guests was circulated on 19 July 2011,

- a web-based shared workspace (https://see.govt.nz/nzfsa/ccmas/default.aspx) to be the forum for
discussion;

- elaboration of the proposed timeframe;
- provision of reference documents and reference links to assist the working group.

7. New Zealand hosted, developed and managed the workspace. After the workspace was ready, a
welcome message with information on how to access it was sent to all participants and guests as they
indicated their interest.

8.  The names, contact details and statuses of the nominated persons were uploaded in the website. A total
of 26 member countries, 1 member organization and 9 international organizations nominated their
participants and guests (Annex I).

9.  The eWG had a preliminary discussion on its working procedure, and agreed that the Proposed Draft
Principles would be discussed as a whole, during the time period 12 September to 18 November 2011.

10. Some working group members reported problems with using the web-based shared workspace.
Problems included registering for access to the site, logging in to the site, finding material or finding
discussions on the site or being able to respond on the site. New Zealand dealt with these issues as far as
possible, and where necessary conducted discussion by email.

The development of the Proposed Draft Principles

11. Theinitial draft of the Proposed Draft Principles was prepared by New Zealand and assisting countries.
The text of the initial draft was taken from:

- The project document (ALINORM REP 11/MAS, Appendix IV);

- The discussion paper on Conformity assessment, based on test results of foods in trade, and
implications for resolution of disputes (CX/MAS 11/32/5); and

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

12. These source texts were amended by:

- Identifying principles from the source material and drafting as such. Other text was drafted as
commentary, and simplified by removing text that was not relevant to the topic;

- Rearranging into a logical order;

- Removing or amending text that was outside the scope of the project, particularly any aspects of
conformity assessment and resolution of disputes that did not relate to sampling and testing; and

- Other necessary rewording to suit the new context and suggested text added by the New Zealand
team.

13. New Zealand posted the initial draft on the workspace on 29 August, prior to the start of discussion,
and as a backup circulated the document to all participants and guests by email.

14. Comments were received from 11 countries and 2 international organizations (Canada, Chile, Cuba,
Germany, Japan, Netherlands, New Zealand, Norway, Philippines, United States and Uruguay, CropL.ife and
ICGMA), and some countries posted complete versions of the document. The discussion proceeded
interactively, the document was amended as the discussion proceeded, and a current version was maintained
on the workspace.

15. A concluding version was posted on the workspace for comment from 21 November to 5 December.
The concluding version appears in Annex Il.

Points for further consideration

16. The working group disagreed on some points, and was not able to deal with some issues raised. Points
needing further consideration are noted below, and are marked by square brackets in Annex 1.
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Relationship between sampling, testing and conformity assessment

17. Japan considered that before the principles could be fully discussed it was necessary to clarify the
relationship between sampling, testing, and conformity assessment, and particularly the relationship between
sampling and testing. Japan's comments are included in this report as Annex Ill. The eWG did not have
sufficient time to consider this question.

Including trading partners

18. The US, CropLife and ICGMA believed the Principles would be used not only by countries, but also
by other trading partners (e.g. private companies), and proposed to refer to "trading partners" in the text.

19. The eWG noted that Codex documents were intended primarily for use by governments, but others
could use them at their discretion. Some documents, such as codes of practice, were intended to be applied
by industries, but nevertheless they were intended for use by governments as instruments of regulation.
References to trading partners have not been included.

Including feeds

20. Four participants (Canada, US, CropLife and ICGMA) considered that the principles should apply to
feeds. The eWG noted that the project document is clear that the principles should apply to foods, and
references to feeds have not been included.

The term "measurement uncertainty"

21. Canada and Cuba commented that the note below the term "measurement uncertainty™ differed from
that in GL 72, and could be confused with bias. Cuba suggested a different term could be used; Canada
suggested different wording.

22. It was observed that the note intentionally introduces a different concept to that used in other Codex
documents such as GL 72, so possibly a different term is needed. The term may also need a qualifier such as
"analytical”. The term and the note have been placed in square brackets for further consideration.

Simplifying the document

23. Uruguay suggested simplifying the document by placing the text of Principles 3, 7 and 11 and some
commentary from Principles 3, 4, 7 and 11 under Principle 2, deleting some commentary and adding some
new commentary.

24. This comment was not followed because of lack of time for other eWG members to comment on a
complex rearrangement, and because other eWG members had contributed to commentary points that were
proposed for deletion.

Deleting some principles

25. The US suggested deletion of Principle 1 (Agreements before initiating trade), because the topic was
already addressed in Paragraph 5 of the introduction and Principle 11 (Issues to address in dispute resolution)
because it was outside the scope of the document as described in the Project Document. ICGMA suggested
deleting Principle 12 as it made little sense.

26. Inregard to Principle 1, paragraph 5 of the Introduction has since been amended on a recommendation
of Japan, thus removing the reference to agreement by importing and exporting countries.

27. In regard to Principle 11, Canada noted that where the rejection of a lot by the importing country is
based on sampling and testing to any extent, a principle might be needed to address these issues. An open
and transparent exchange of the relevant information regarding the sampling, testing, decision criteria and
results could be a factor for avoiding disputes. Canada suggested alternative wording.

28. Inregard to Principle 12, the US suggested alternative wording.

29. It was noted that other members of the eWG had commented on these principles and evidently
considered they were useful. These principles, with the proposed alternative wordings for Principles 11 and
12, have been placed in square brackets for further consideration.
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Additional principles

30. ICGMA considered some important principles were not apparent in the initial document including: (1)
transparency (Principle 9); (2) “fit for purpose methods” (Principle 7); (3) scientific basis (Principle
9); recognition of international standards (Principle 3); and variations in commodities and products
(Principle 5). The eWG did not have sufficient time to discuss these points.

Removal of commentary

31. Some participants proposed removing all or most of the commentary. Cuba considered that the
commentary points were not an integral part of the final document and should be withdrawn so that readers
could more readily locate the central idea. The document would be less extensive, more comprehensible and
more rigorous as to its content. The US considered a document with only limited commentary would be
consistent with previous Codex Principles documents and the terms of the new work proposal. A document
with large amounts of commentary would be more consistent with a Guideline, and the focus would begin to
creep outside of the terms of reference for CCMAS. CropLife supported a document that was easy to
interpret and streamlined in its text. ICGMA considered the commentary was unnecessary and confusing.

32. It was noted that other members of the eWG had commented on the commentary and added further
points, and evidently considered it was useful. The commentary has been placed in square brackets for
further consideration, apart from sections the US wished to retain.

33. Japan considered a commentary point under Principle 4, concerning reliance on sampling and testing,
was outside the terms of reference of CCMAS. This point has been placed in square brackets.

34. Japan also proposed to delete a sentence under Principle 12, referring to changes to consumers' and
producers' risks that can result from further sampling and testing, or reappraisal of the data, since such
changes were dependent on how additional sampling, inspection, or re-analysis of data was conducted.
However it was observed that the following sentence notes that further sampling and testing, or reappraisal
of the data, provides a second opportunity by which product, whether satisfactory or unsatisfactory, may be
passed as acceptable, so changes to risks are inevitable. The sentence has been placed in square brackets.

Process for further development of the Principles

35. The US, CropLife and ICGMA suggested that the document should be developed in a stepwise fashion,
that is, first, reaching consensus on the scope and introduction of the document; second, determining the text
and order of the Principles, and finally assessing the need and inserting explanatory text.

Conclusion

36. The Working Group agreed to submit this report with the Proposed Draft Principles to the CCMAS
Chairperson and the Codex Secretariat, in order to facilitate to follow the next steps anticipated in the 32™
CCMAS report: the circulation of the document for comments at Step 3, in preparation for its consideration
at the 33" CCMAS session.

Attachments:
Annex I List of participants and guests
Annex Il Proposed Draft Principles for the Application of Sampling and Testing Activities in

International Food Trade

Annex IlI: General comments (Japan)
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Annex |

ELECTRONIC WORKING GROUP ON PRINCIPLES FOR THE USE OF SAMPLING AND TESTING IN
INTERNATIONAL FOOD TRADE

List of Participants and Guests (the first person in each entry was registered as the Participant, unless marked otherwise)

Chair

Phillip Fawcet

Principal Adviser (International Standards)
Ministry of Agriculture and Forestry
Phil.Fawcet@maf.govt.nz

Australia

Richard Coghlan

Laboratory Services Manager
National Measurement Institute
richard.coghlan@measurement.gov.au

Karina Budd

Manager, Residue Chemistry and Laboratory Performance
Evaluation

Department of Agriculture, Fisheries and Forestry
karina.budd@daff.gov.au

Ann Backhouse

Manager, Codex Australia

Department of Agriculture, Fisheries and Forestry
ann.pbackhouse@daff.gov.au

Kate Slater

Executive Officer, Codex Australia

Department of Agriculture, Fisheries and Forestry
kate.slater@daff.gov.au

Canada

Stan Bacler

Senior Science Advisor

Health Canada, Bureau of Chemical Safety
stanley.bacler@hc-sc.gc.ca

Dr. Don Forsyth

Chief, Food Research Division

Health Canada, Bureau of Chemical Safety
don.forsyth@hc-sc.gc.ca

Bertrand Gagnon

Deputy Director, Codex & Food Safety Coordinator
Canadian Food Inspection Agency
bertrand.gagnon@inspection.gc.ca

Dr. Sheryl Tittlemier

Program Manager, Grain Safety
Canadian Grain Commission

Grain Research Laboratory
sheryl.tittlemier@grainscanada.gc.ca

Chile

Sara Swinburn

Asesor

Agencia Chilena para la Calidad e Inocuidad Alimentaria
ACHIPIA (Ministerio de Agricultura)
sara.swinburn@achipia.gob.cl

Mg. Cs. Mauricio Donders

Académico

Universidad Tecnolégica Metropolitana
Miembro Subcomité CCMAS Chile
mdonders@utem.cl

Soraya Sandoval

Jefe Seccion Metrologia

Instituto de salud Publica de Chile
soraya@ispch.cl

China

Pan Canping
panc@cau.edu.cn

Song Wencheng

Food safety specialist

Institute for the Control of Agrochemicals, Ministry of
Agriculture (ICAMA)

songwencheng@agri.gov.cn

Columbia

Claudia Jiménez Moreno Ma

Food Engineer

Coordinator of the control group at first hurdle
mjimenezm@invima.gov.com

Giovanny Cifuentes

Agricultural engineer

Contractor of the Ministry of Social Protection - Food Safety
gcifuentes@minproteccionsocial.gov.com

Costa Rica

Mauricio Gonzalez Zeledon

Manager section RECAT

National Veterinary Services Laboratory (LANASEVE)
Ministry of Agriculture and Livestock
mgonzalez@sfe.go.cr

Luis Humberto Hernandez Herrera, MSc
Managing consultant

Estudios Ambientales LH, S.A.
luishernandez@estudioslh.com

Lic. Rafael Amén Perez
Gerente general

Laboratorio Quimico Lambda
lambda@racsa.co.cr

Cuba

Nelson Fernandez Gil, M Sc.

Secretary CTN-46 Methods of Analysis and Sampling
Head of CUBACONTROL Laboratory Department for
Quality Management
nelsonfg@laboratorio.cubacontrol.com.cu

Czech Republic

Martin Kubik

Head of laboratory department

Czech Agriculture and Food Inspection Authority
martin.kubik@szpi.gov.cz
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Petr Cuhra

Director of inspectorate in Prague

Czech Agriculture and Food Inspection Authority
petr.cuhra@szpi.gov.cz

European Union

Jérdbme Lepeintre

European Commission

Health and Consumers Directorate-General
jerome.lepeintre@ec.europa.eu

Franz Ulberth

European Commission

Joint Research Centre - Geel — Belgium
franz.ulberth@ec.europa.eu

Finland

Kalevi Siivinen

Research Manager

Finnish Customs Laboratory
kalevi.siivinen@tulli.fi

Germany

Dr. Claus Wiezorek, Chem. U. Vet.
CVUA-MEL
claus.wiezorek@cvua-mel.de

Dr. Carolin Stachel

Head of unit

Federal Office of Consumer Protection and Food Safety
carolin.stachel@bvl.bund.de

Hungary

Prof. Dr. Arpad Ambrus
Deputy Director General
Hungarian Food Safety Office
arpad.ambrus@mebih.gov.hu

Iran

Behrouz Akbari-adergani

Member of Scientific Board and Head of Instrumental
Analysis in Food control Laboratories

Ministry of Health and Medical Education, Food and Drug
Organization

analystchemist@yahoo.com

Japan

Mr Daisuke Takeuchi
Assistant Director

Inspection and Safety Division, Department of Food Safety,

Ministry of Health, Labour and Welfare
codexj@mhlw.go.jp

Dr Takanori Ukena

Associate Director

Food Safety and Consumer Policy Division
Ministry of Agriculture, Forestry and Fisheries
takanori_ukena@nm.maff.go.jp

Dr Takahiro Watanabe
Section Chief
Division of Foods, National Institute of Health Sciences

tawata@nihs.go.jp

Dr Keigo Saeki

Assistant Professor

Nara Medical University School of Medicine
ksaeki@ares.eonet.ne.jp

Mauritius

Mrs Rashida Bibi Nanhuck
Deputy Director

Mauritius Standards Bureau
rnanhuck@gmail.com

Mrs Bibi Rehana Kureemun

Divisional Scientific Officer

Dairy Chemistry Division/Food Technology Lab
Ministry of Agro-Industry and Food Security
bkureemun@mail.gov.mu

Dr (Mrs) Shalini Amnee Neeliah

Senior Scientific Officer

Dairy Chemistry Division/Food Technology Lab
Ministry of Agro-Industry and Food Security
sneeliah@mail.gov.mu

Morocco

Mr Taoufiq Bouzid,

Director of the Regional Laboratory of Analyze and of
Research of Agadir to the National Office of Sanitary
Security of the Food Products
tbouzid05@hotmail.com

Mrs. Nadia Maata
maata.loarc@yahoo.fr

Mr. Mounir Rahlaoui

Person in charge of the Laboratory of Analyses
Microbiologiques to the Autonomous Etablissement of
Checks and of Coordination of the Exportations (EACCE).
rahlaoui@eacce.org.ma

Netherlands

Henk van der Schee

Senior surveillance officer Food and Consumer Product
Safety Authority (VWA)

Henk.van.der.Schee@ VWA.NL

Vicky Manty

Group of Veterinary Drugs

RIKILT - Institute of Food Safety
Wageningen University and Research Centre
vicky.manti@wur.nl

New Zealand

Paul Dansted

Manager (Food Assurance Programmes)
Ministry of Agriculture and Forestry
Paul.Dansted@maf.govt.nz

Roger Kissling

Statistician

Fonterra Co-operative Group Ltd
Roger.Kissling@fonterra.com

John Jowett
Statistician
Consultant to NZFSA
Jowett)@xtra.co.nz

Ursula Egan

Specialist Advisor (Food Trade Standards)
Ministry of Agriculture and Forestry
ursula.egan@maf.govt.nz
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Norway

Ms Astrid Nordbotten

Senior Adviser

Norwegian Food Safety Authority
astrid.nordbotten@mattilsynet.no

Philippines

Ms. Amelia W. Tejada

Director, Food Development Center Institution
Department of Agriculture - National Food
Authority

awtejada@yahoo.com

Ms. Evangeline Santiago

Head, National Science Research Institute
University of the Philippines, Diliman, Quezon City
vangiecs@yahoo.com

Ms. Edna C. Mijares

President and CEO, Jefcor Laboratories Inc. and 1st VP -
Integrated Chemists of the Philippines
ecmijares@yahoo.com

Ms. Aida R. Aguinaldo

Consultant

Department of Science and Technology - Food and Nutrition
Research Institute

Vice President, Philippine Metrology, Standards, Testing and
Quality, Inc.

c/o Philippine Institute of Pure and Applied Chemistry
(PIPAC)

Ateneo De Manila University, Quezon City
araguina@yahoo.com

Serbia

Mrs. Aleksandra Bauer

M. Sc. in Food Tehnology
General Manager

SP Laboratorija AD,
splaboratorija@sojaprotein.rs

lvan Krstic

Director

Institute for Standardization of Serbia
Codex Contact Point for Serbia
iss-international @iss.rs

South Africa

CJH Morren

Forensic Chemistry Laboratory,
Department of Health

South Africa

food@fclcape.com

Switzerland

Gérard Gremaud, Dr. Sc. Chemistry, M. Sc. Food Safety
Federal Department of Home Affairs DHA

Federal Office of Public Health FOPH

Consumer Protection

gerard.gremaud@bag.admin.ch

Erik Konings Ph.D.

Method Management Group - Quality and Safety department
Nestlé Research Center

Email: erik.konings@rdls.nestle.com

Julie Moulin, MSc
Statistician/Qualitician
QS/Method Management
Nestlé Research Center
julie.moulin@rdls.nestle.com

Thailand

Ms.Usa Bamrungbhuet

Senior Standards Officer,

Office of Commodity and System Standards

National Bureau of Agricultural Commodity and Food
Standards,

Ministry of Agriculture and Cooperatives
usa@acfs.go.th

Ms.Chanchai Jaengsawang
Expert,

Department of Medical Sciences,
Ministry of Public Health
chan48@ymail.com

Chutima Waisarayutt (PhD)

Assistant Professor,

Deputy Dean of Business Relationship Development
Department of Agro-Industrial Technology Faculty of Agro-
Industry,

Kasetsart University

chutima.w@ku.ac.th

Ms.Paveena Pinkaew

Standards Officer,

Office of Commodity and System Standards

National Bureau of Agricultural Commodity and Food Standards,
Ministry of Agriculture and Cooperatives
ppinkaew@hotmail.com

United Kingdom

Dr Andrew Damant

Scientific Methods and Laboratory Policy Branch,
Analysis and Research Division,

Food Standards Agency,
andrew.damant@foodstandards.gsi.gov.uk

Dr Duncan Campbell

President of the Association of Public Analysts,
West Yorkshire Analytical Services
dcampbell@wyjs.org.uk

Michael Walker

Referee Analyst/Casework Director,
Government Chemist Programme
LGC
Michael.Walker@Igcgroup.com

Geoff Telling
Pertenhall, Beds
gtelling@gefh.ndo.co.uk

United States of America

Dr. Gregory Noonan

Research Chemist

Division of Analytical Chemistry

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration
gregory.noonan@fda.hhs.gov

Dr. David B. Funk

Associate Director for Methods Development
USDA-GIPSA-Technical Services Division
David.B.Funk@usda.gov
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Dr. H. Michael Wehr

Codex Program Manager

International Affairs Staff

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

Michael. Wehr@fda.hhs.gov

Mr. Larry Freese

Mathematical Statistician

Grain Inspection, Packers and Stockyards Administration
U.S. Department of Agriculture
Larry.d.freese@usda.gov

Uruguay

Laura Flores
Laboratorio Technologico Del Uruguay
Iflores@Ilatu.org.u

Pedro Friendrich
Laboratorio Technologico Del Uruguay
pfriedri@Ilatu.org.uy

Maria Borthagaray
Laboratorio Technologico Del Uruguay
mbortha@Iatu.org.uy

Biotechnology Industry Organization (B | O)

Adrianne Massey,
Managing Director, Science & Regulatory Affairs
amassey@bio.or

CropLife International

Craig Rickard,
Director of Advocacy and Regulatory Affairs,
craig.rickard@croplife.org

Ms. Lucyna Kurtyka
Global Lead International Organizations
lucyna.k.kurtyka@monsanto.com

Food and Agricultural Organization (FAO)

(Guest) Dr Masami Takeuchi
Masami.Takeuchi@fao.org

International Commission for Uniform Methods of Sugar
Analysis (ICUMSA)

Dr. Roger Wood OBE

Fir Tree Lodge 65 Colney Lane
Cringleford, Norwich NR4 7RG
United Kingdom
roger.shirley@btinternet.com

International Commission on Microbiological
Specifications for Foods (ICMSF)

Prof Marcel Zwietering
Professor in Food Microbiology
Wageningen University
Marcel.zwietering@wur.nl

Dr Jean-Louis Cordier

Food Safety Manager

Nestlé Nutrition

Switzerland
jean-louis.cordier@nestle.com

Dr. Katherine M.J. Swanson.
Vice President Food Safety
Ecolab Inc.
Katie.Swanson@ecolab.com

Leon Gorris
Leon.Gorris@unilever.com

International Council of Grocery Manufacturer
Associations (ICGMA)

Shannon Cole
scole@gmaonline.org

Peggy S. Rochette

Senior Director, International Affairs
Grocery Manufacturers Association (GMA)
Secretariat ICGMA
prochette@gmaonline.org

International Dairy Federation (IDF)

Ms. Aurélie Dubois
IDF Standards Officer

adubois@fil-idf.org

Dr. Silvia Orlandini

Coordinator

Associazione Italiana Allevatori (A.1.A.)
orlandini.s@aia.it

Dr. Rob Crawford

Manager

Calibration and Statistics Group Fonterra
rob.crawford@fonterra.com

Dr. Jaap Evers

Senior Regulatory Strategist

FIL-IDF New Zealand c/o Fonterra Co-operative Group Ltd.
jaap.evers@fonterra.com

International Nut and Dried Fruit Council Foundation
(INC)

Giuseppe Calcagni
Chairman of the Scientific & Government Affairs Committee
giuseppe.calcagni@besanagroup.com

Julie Adams

Vice Chairman of the Scientific & Government Affairs
Committee

jadams@almondboard.com

World Health Organisation (WHO)

(Guest) FUKUSHIMA Kazuko, D.V.M., M.Sc.
Technical Officer

Department of Food Safety and Zoonoses (FOS)
fukushimaka@who.int
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Annex Il

PROPOSED DRAFT PRINCIPLES FOR THE APPLICATION OF SAMPLING AND
TESTING ACTIVITIES IN INTERNATIONAL FOOD TRADE

SECTION 1- INTRODUCTION

1. Sampling and testing procedure are utilized to determine if foods and feeds in trade are compliant with
particular requirements or specifications. These procedures establish the level of protection afforded to
exporters, importers and consumers. The procedures used should ensure that risks to all stakeholders are
considered equally. Without defined, scientifically valid procedures, ad hoc practices may be used, leading
to incorrect decisions and an increased occurrence of disputes.

2. To ensure the sampling and testing procedures are valid, they should be based upon suitable, sound,
scientific, internationally accepted principles, and it is necessary to ensure that they can be applied fairly. In
regard to sampling, the General Guidelines on Sampling states that “Codex Methods of Sampling are
designed to ensure that fair and valid sampling procedures are used when food is being tested for compliance
with a particular Codex commaodity standard.” As for methods of analysis, those endorsed by Codex could be
considered as a good source of information and could be used as sound methods.

3. Sampling and testing in international food trade are often used for the purpose of risk management
related to safety. For this purpose, sampling and testing should be established as an integral part of a national
food safety system to the extent possible.

4. Risk management decisions should be commensurate to the assessed risk, and should take into account
the economic consequences and feasibility of risk management options. Risks due to conditions during
storage and transport should be considered by all business operators in the food distribution chain. In order to
achieve this there should be an understanding of the impacts of sampling and testing options on all affected
parties. Risk management itself should be a continuing process that takes into account all newly generated
information, including scientific information, in the evaluation and review of risk management decisions
based on sampling and testing.

5. Methods of sampling and testing are important considerations in achieving agreed risk management
outcomes. Sampling and testing used in international food trade should comply with available Codex
standards, guidelines and recommendations.

6. This document does not affect existing Codex limits or the current way of setting those limits. These
responsibilities are set out in committees’ terms of reference.

SECTION 2 - SCOPE

7. These principles are intended to assist governments in the establishment and use of sampling and testing
for determining, on a scientific basis, whether foods in international trade are in compliance with particular
requirements and/or specifications. Compliance with these principles will also assist in avoiding potential
disputes. The document does not discuss other uses of sampling and testing, nor other means of establishing
that foods in trade meet specifications.

8. This document provides principles for assessing impacts of sampling and testing procedures on affected
parties in terms of producers' and consumers' risks but does not give guidance on choosing an appropriate
level of risk for affected parties.

SECTION 3 - DEFINITIONS

Dispute

A situation in which there is disagreement between countries concerning rejection by an importing country
of a consignment or lot of product in international trade. The situation is initiated when the aggrieved
country presents a formal appeal to the competent authorities of the importing country, explaining its
grounds for disagreement and requesting the establishment of a dispute resolution process, and ends when a
consensus is reached about the outcomes of the dispute resolution process.

[Lot (producer)
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A lot is a definite quantity of some commodity manufactured or produced under conditions, which are
presumed uniform (for the purposes of these Guidelines).

Reference: CAC/GL 50, General Guidelines on Sampling, 2.2.1

Lot (consumer)

A quantity of a food material delivered at one time and known, or presumed, by the sampling officer to have
uniform characteristics such as origin, producer, variety, packer, type of packing, markings, consignor, etc.
Reference: Codex CAC/GL 33, Recommended Methods of Sampling for the Determination of Pesticide
Residues for Compliance with MRLs]

Testing

Process to examine the specified characteristics of a [sample / lot] for conformity assessment of the lot.
Testing procedure

[Operational requirements and/or instructions relating to the testing; i.e. sampling plan and procedure,
method of analysis to yield knowledge of the characteristic(s) of the lot. /

Operational requirements and/or instructions relating to the testing; i.e. method of analysis to yield
knowledge of the characteristic(s) of the sample.]

Sampling procedure

Operational requirements and/or instructions relating to the use of a particular sampling plan; i.e. the planned
method of selection, withdrawal and preparation of sample(s) from a lot to yield knowledge of the
characteristic(s) of the lot.

Reference: 1SO 3534-1:4.5(1993), 1ISO 11704-2

Other definitions relevant to these principles include:

Sample*

Sampling*

Sampling plan®

Result?

[Measurement uncertainty]
Note
[In this document we use “measurement uncertainty” in a general sense as some quantification of the
likely size of the difference between measured and true values.]

Risk
Producers' risk and Consumers' risk!
[Note 1
The definitions of producers' and consumers' risks refer to the probability of wrongly rejecting or
accepting a lot. The risk of an incorrect decision (the one used in acceptance sampling) does not
incorporate any assessment of the cost, in monetary terms or otherwise, of the incorrect decision.]
Note 2
The word “probability” is open to various interpretations. Here it should be interpreted as the
proportion or percentage of time that lots identical to the given lot would be incorrectly decided by
the specified sampling and testing procedure. [This is the probability on which the manufacturer’s
and importing country’s profits, costs and losses depend. Other concepts of probability, such as
those quantifying a person’s reasonable degree of belief that a lot is or is not compliant, are less
directly (if at all) related to such profits and losses.]

SECTION 4 - PRINCIPLES

To meet the objectives for the use of sampling and testing in the context of international trade, the following
principles should apply:

41 INITIAL AGREEMENT

[Principle 1: Agreements before initiating trade
It is very desirable that before starting trading activities, the parties concerned should reach agreement
related to the sampling and testing procedures that will be applied to determine whether the food in

! General Guidelines on Sampling (CAC/GL 50)
2 Guidelines on Analytical Terminology (CAC/GL 72)



CX/MAS 12/33/3 11

trade meets the specifications of the importing country and also on the sampling and testing procedure
to be followed in the case of a dispute.]
[Commentary:

- Absence of rules might prolong a dispute while rules are developed, and the process of
development of rules might be affected by pressure caused by the dispute already in hand.

- Exchange of information during dispute resolution is a key step to facilitate the advancement
of the process. The information should be given [in languages agreed upon by the exporting
and importing countries/ in the official languages of the exporting and importing countries,
in addition to other language agreed upon by the parties/ in any international language of
common use agreed between the exporting and importing countries, whenever their own
languages are not applicable.] It is recommended that the exchange of information be done
according to the Guidelines for the Exchange of Information Between Countries on
Rejections of Imported Food (CAC/GL 25-1997), especially the points mentioned in
paragraphs 14 to 17 related to ‘reasons for rejection’.

- To verify if a dispute is based on samples of the same lot the traceability chain must be fully
documented. If this is not the case no further investigations make sense.

- If product is rejected by an importing country’s testing and sampling procedure, this
rejection should be communicated to the exporting country by means of an exchange of
information. This communication has to specify the sampling and testing procedures used,
and the outcome obtained in a clear way, indicating in particular any variation from agreed
procedures and stating the grounds for failure.

- Types of dispute not covered by the definition (for example, a dispute over the sanctions
resulting from a finding of failure to meet the specifications, or over the party to whom they
should be applied) are excluded from these principles.

- The conditions under which a dispute can reasonably be raised should be considered in a
general way, particularly in respect of the type of data that can be submitted by the exporting
country to justify an appeal. Sometimes suggestions for dealing with this question assume
that each party is in possession of a result from a single sample from a lot, and these are
effectively treated as results from analytical duplicates. A more general treatment is
advisable, particularly in respect of the type of data that can be submitted by the exporting
country to justify an appeal. For example they may have extensive data on lots
manufactured under the same conditions, but none on the particular lot in question, which
may have been formed more or less arbitrarily from a larger consignment. In other words the
exporting country may have data from “production lots" or "delivery lots" but not
necessarily relating to the "inspection lot" that has failed in the importing country.

- Dispute resolution must be a cooperative process between the parties to avoid a lengthy and
costly process and to guarantee a fair decision on the fate of a food in international trade.

- When from documentation it is clear that the dispute is of analytical nature the
recommendations of CAC/GL 70 should be followed.]

4.2 Risks

Principle 2: Components of sampling and testing
Sampling and testing of food in trade to determine whether the food meets requirements or
specifications involves three components, and all three of these should be considered when an
assessment procedure is selected:
- Selection of samples from a lot as per the sampling plan;
- Examination or analysis of these samples to produce test results (sample preparation and
test method); and
- Criteria upon which to base a decision using the results.
[Commentary
- For a given lot, this decision may not be predictable because of variation in the samples
selected and variation in the value of the measurand observed with the analytical method
used: of two identical lots, one may be accepted and the other rejected, because of this
variation. This is a risk that must be well understood and considered by both the producer
and consumer when making decisions.
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- The General Guidelines on Sampling (CAC/GL 50), sections 3, 4 and 5, provide guidance

on sampling plans for various situations.]
Principle 3: Risks to consumers and producers
Whenever food is sampled and tested, the probability of wrongly accepting or rejecting a lot affects both
exporters and importers and can never be entirely eliminated. The probability of an incorrect decision
should be evaluated and controlled preferably using internationally recognized standards.
[Commentary:

- The risks of making incorrect decisions (i.e. producers' risk and consumers' risk) can never
be entirely eliminated.

- The chosen sampling and testing procedures should control the producers' and consumers'
risks in a way that does not penalize a compliant product by the application of acceptance
criteria with a high risk of rejection in order to provide adequate consumer protection. In
selection of sampling and testing procedures taking consumers’ risk into consideration, it is
desirable to specify a maximum acceptable producers' risk. Sample numbers and testing
methods are then chosen to give adequate protection to the consumer within this constraint.

- Competent authorities should define adequate measures to control both the producers' and
consumers' risks within this constraint, in a way that is understood and agreed by both
parties. Suitable procedures can be sought for this purpose.]

4.3 PROCEDURES OF SAMPLING AND TESTING

Principle 4: Selecting an appropriate sampling and testing regime
The sampling and testing procedure applied should be appropriate to the commodity or lot to be
sampled and tested, fit for intended purposes and applied consistently.
Commentary:
- Information that is needed in order to define an appropriate sampling and testing procedure
includes:
e A determination of the levels to which risks are to be controlled

e An estimate of variation of the analyte(s) content in a lot and an estimate of the
uncertainty of this variation. [This may be derived from data obtained as part of the
assessment or may be a predetermined estimate (Principle 5)

e In cases where a predetermined estimate of within-lot variation is used, the extent to
which individual lots may be expected to vary about this estimate

e A complete validation study according to ISO/IEC 17025 including fit for purpose
evaluation]

e Estimates of any components of measurement uncertainty relevant to the assessment
e An estimate of the testing method bias, and uncertainty of the estimate, where relevant.
e [Estimates of the uncertainty of these parameters

e An estimate of the testing method bias, and uncertainty of the estimate, where relevant.
This might replace the need for some of the estimates of components of measurement
uncertainty noted above

e Records and procedures needed to demonstrate the methodology performed

e A “model” for the heterogeneity of the lot (which might be that there is none). This
might have a bearing on how risks are specified in the heterogeneous case.

- The General Guidelines on Sampling (CAC/GL 50-2004) is an important document to be
consulted when developing appropriate sampling plans for foods in trade.

- It should be considered whether the indexing of sampling plans to lot sizes, as used in the
General Guidelines on Sampling (and other international standards) is appropriate. Such
indexing avoids the need for explicit (and possibly unrealistic) consideration of the
consumers' risk in choosing a sampling plan, but its arbitrary nature creates difficulties in
applying attribute sampling plans to bulk product, leaving control of the mean (or average)
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as currently the only option for scientific assessments such lots. The General Guidelines on
Sampling includes sampling plans for average control.

- When foods are assessed against a maximum limit, the assessment is often made on the
percentage of product above the limit. However in some situations the percentage of product
above the limit is not the critical factor: it may be more important how far outside specified
limits the product is.

In many cases, limits are set with reference to good manufacturing practice or good
agricultural practice, and they are considerably below levels that are significant to the end
user, e.g. levels that pose a risk to the consumer. However if such a limit is wrongly
regarded as a safety limit, this may lead to a requirement for unrealistically precise testing
methods, or unrealistically large numbers of samples, in order to yield a high probability of
rejection of product that is outside the limits, even though it is not a significant health risk to
the end user. High probabilities of rejection (of the order of 90% or 95%) may not be
necessary for the safety of the end user unless products are well above the limit.

Product limits can be designed with a sufficient margin between the analyte level requiring
rejection with high probability and the analyte level requiring acceptance with high
probability (the GMP/GAP limit). Exporting countries are still deterred from presenting lots
outside the limits of GMP or GAP, because of the probability of rejection, which increases
the further outside the limits the product is, and an exporting country has no cause for
complaint for the rejection.

[- In some cases, reliance on sampling and testing by importing countries may not be a feasible
means of providing assurance that product meets specifications (e.g. costs may make trade
uneconomic, or turnaround times may be too slow for perishable product, or it might not be
possible to determine a sampling plan that will control the risks satisfactorily). In such cases,
alternative or supplementary means of assessing conformity should be considered, such as
reliance on the manufacturer’s or exporting country’s assessment. For further details, see
Section 5 — References.]

- Testing laboratories should operate in accordance with CAC/GL 27, Guidelines for the
Assessment of the Competence of Testing Laboratories Involved in the Export and Import
Control of Food, in order to provide a framework for the implementation of quality
assurance measures to ensure the competence of testing laboratories involved in the import
and export control of foods.]

Principle 5: Product variation

Sampling and testing procedures should take into account the potential variations within a lot due to
factors such as the origins of raw materials, species/variety, season of the year, varied farming and
manufacturing processes, differences between manufacturers and differences due to storage and
transport conditions. Variation will also differ in different parts of a heterogeneous lot. The type of
sampling should also be taken into account.

[Commentary:

- Estimation of a lot standard deviation is usually not an end in itself, but a means by which
appropriate allowances may be made for sampling variation in the measured criteria by
which the lot is to be judged: for example based on its mean or the percentage above certain
prescribed analyte levels. It is this variation, together with measurement uncertainty, that
gives rise to the possibility of incorrect decisions being made. Various options, as follows,
can be envisaged to deal with situations where variability in analyte levels (as measured, for
example, by the within-lot standard deviation) may be expected to differ significantly from
lot to lot.

- In some situations allowance is made for within-lot variation by using an estimate of typical
variation for specified commodity-attribute combinations. This method might be chosen
when, for instance, it is not practical to analyse several samples and estimate a lot-specific
standard deviation.

- However it may be difficult or impossible to determine estimates of within-lot variation that
are universally applicable, even for a well-defined single food type. In these cases there may
be a need for lot-specific estimation of within-lot variation, normally requiring a multi-
sample assessment.
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A further possible option is to take reasonable minimum and maximum values for the
within-lot standard deviation, and ensure that the assessment method will yield satisfactory
operating characteristics for all possibilities within that range.

The sampling procedure must be appropriate to the sampling plan used. The consumers' and

producers' risks calculated for the plan assuming one sampling procedure (e.g. strict random

sampling) may not be correct for another (e.g. sampling in clusters).

If the producers' and consumers' risks cannot be controlled to the desired level for some

reason (e.g. it is not practicable to test enough samples, or measurement uncertainty is too

big) the sampling plan should not be designed in a way that creates an excessive probability
of rejection at analyte levels that fall within the range of good manufacturing practice/good
agricultural practice.

For heterogeneous products stratification must be considered in cases where the

heterogeneity can be visually observed.

e If the heterogeneous lot is considered as a single lot®, this implies the acceptance or
rejection of the entire lot using an estimate of the mean analyte level based on the
sample(s) taken or of the percentage non-conforming derived from a stratified random
sample. At a minimum samples should be spread throughout the lot, preferably in
proportion to the amounts of product in the various parts.

e Alternatively the heterogeneous lot should be divided into more homogeneous sub-lots,
each to be sampled, and accepted or rejected, independently. Note that the General
Guidelines on Sampling apply to assessments of individual lots or to series of lots
originating from the same supplier, being quantities of product that are homogeneous®.

Random sampling followed by compositing, may be preferred for practical considerations
(as in Principle 6). However where sample estimates of within-lot variation are required,
plans involving the compositing of several samples are likely to result in a substantial
reduction in the number of results available for analysis. This may have a severe effect on
the precision of such estimates and on the ability of the sampling plan to differentiate
between acceptable and unacceptable product.

Variation of foods may also be influenced by differences due to storage and transport
conditions.]

Principle 6: Practical considerations
The choice of a sampling and testing procedure should take account of practical matters such as cost

and timeliness
compromised.
[Commentary:

of the assessment and access to lots, provided that consumers’ risk is not significantly

In choosing an appropriate sampling plan, due consideration must be given to the following
characteristics: whether the lot is considered in isolation or is part of a continuous series;
whether the measurement is qualitative or quantitative; and whether it is required to control
the percentage non-conforming with the specifications, the average analyte content, or some
other specified criterion of lot acceptability.

Consideration of costs and timeliness might require the use of test methods and sampling
plans different from those originally accepted. Deviations from accepted test methods and
sampling plans may change producers’ and consumers’ risks; the balance between these
risks should be considered.

The case of non-stable or perishable foods may need special consideration. For example a
perishable food may change its state during transport; or a lot may become heterogeneous.]

Note: if heterogeneity is obvious by visual observation then the product may not be considered as a single lot.
A lot is homogeneous relative to a given characteristic if distribution of the characteristic throughout the lot

can reasonably be considered to have arisen from the operation of a single probability law.

NOTE: A lot being homogeneous for a given characteristic does not mean that the value of the characteristic is
the same throughout the lot.

A lot is heterogeneous relative to a given characteristic if the characteristic is not uniformly distributed
throughout the lot. Items in a lot may be homogenous on one characteristic whilst heterogeneous on another
characteristic.
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Principle 7: Fitness for purpose

A testing method is fit for purpose in a given assessment procedure if the method, when used in
conjunction with the sampling plan and the decision criteria, has an acceptable probability of wrongly
accepting or rejecting a lot.

[Commentary:

- A test method and a sampling plan for a parameter in a specification could be interpreted as
an implied statement of fitness for purpose for the product. This in turn would imply that the
consumers' and producers' risks resulting from use of both the test method and sampling plan
are acceptable.

- Fitness for purpose of an alternative testing method can be assessed in terms of its effect on
consumers' and producers' risks arising from and the use of that testing method, in
conjunction with a sampling plan, compared to the specified method and sampling plan.

- To ensure that the test results are fit for purpose and of the highest quality, the testing
laboratories employed should adhere to the guidelines for laboratory quality assurance and
competence outlined in CAC/GL 27, Guidelines for the Assessment of the Competence of
Testing Laboratories Involved in the Import and Export Control of Food and in CAC/GL 28,
Food Control Laboratory Management: Recommendations.]

Principle 8: Review procedures

Sampling plans and test methods should be reviewed periodically to ensure they take account of new
science and information.

[Commentary:

- Sampling plans and test methods should be reviewed in the light of such new science to
ensure they manage risks as desired.]

4.4 PREVENTIVE MEASURES IN EXPORTING COUNTRIES

This is the consideration of preventive measures in exporting countries that ensure exported foods meet
requirements, and the possible implications of those measures for the design of sampling and testing
procedures at the point of import.

Principle 9: Selecting appropriate sampling and testing procedures

Sampling and testing procedures should be scientifically based, appropriate to commodity, applied
consistently, and communicated between importers and exporters in a transparent manner. It should be
recognised that an end-product sampling and testing procedure is only one of the methods by which an
exporter can validly claim confidence that product meets a requirement and/or specifications.
[Commentary:

- The exporting country is likely to have greater knowledge of a food's variability. The
exporting country's export control procedures generally include a combination of end-
product testing as well as a range of other controls, and effective management of these is
vital. These management measures should involve HACCP and traceability aspects.

- An importing country's overall risk management strategy, of which sampling and testing at
the border is one of a number of measures used to manage risk, should take account of the
exporting country's risk management strategy. An importing country that bases its risk
management strategy on sampling and testing at the border may find it is difficult or
impossible to obtain satisfactory consumers' risk at moderate cost (that is, using small
numbers of samples), while at the same time ensuring that producers' risk is adequately
controlled.

- The risk management of the importing country can take into account the rate of non-
compliances of certain exporter/importer combinations to prevent too high consumer risks.

- Auditing of the exporter control system can lead to choosing a less strict sampling plan
compared to the situation without prior knowledge, in accordance with CAC/GL34.]

4.5 MEASUREMENT UNCERTAINTY

Principle 10: Taking account of measurement uncertainty
Appropriate acceptance sampling plans will take into account the presence or absence of significant
measurement uncertainty.
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[Commentary:

- In many situations the measurement uncertainty may be negligible compared to within-lot
variation, caused by variation in analyte levels, or product quality, within a lot. The fate of a
lot will then be determined largely by which particular sample or samples happen to have
been selected for assessment against specifications, and measurement uncertainty will have a
negligible impact on the operating characteristics of the sampling plan. In such a situation
the theory of acceptance sampling, on which the General Guidelines on Sampling are based,
is well developed and appropriate.

- An acceptance sampling plan is a set of rules by which a lot is to be inspected and classified.
The plan will stipulate the number of items to be randomly selected from the lot under
inspection, which will comprise the sample. (General Guidelines on Sampling.)

- Additional work would be required to determine how to account for significant measurement
uncertainty in acceptance sampling procedures. Sampling plans and test methods should be
reviewed in the light of such additional work.

- CAC/GL 54-2004, Guidelines on Measurement Uncertainty, Section 8.1 of the Explanatory
Notes, illustrates how the concept of measurement uncertainty might be taken into account
when interpreting analytical results on a tested sample, in the simplest case when decisions
are made based on a single test sample.]

4.6 SETTLING OF DISPUTES

[Principle 11: Issues to address in dispute resolution

Issues that should be addressed in a dispute include (a) whether the sampling and testing procedure was
such as to expose acceptable product to an unacceptably high probability of failure (producers' risk), (b)
whether the sampling and testing procedure was applied correctly and (c) changes in quality due to
transport and storage conditions./

Where consignments (or lots) of imported food (or feed) are rejected on the basis of analysis performed
in the importing country, the importing country authority (or trading partner) should make available
upon request details of the sampling and analytical methods employed and the results obtained.]
[Commentary:

- Sampling and testing procedures are likely to expose adverse changes in quality due to
transport and storage conditions. CAC/GL 25, Guidelines for the Exchange of Information
Between Countries on Rejections of Imported Food are considered applicable in
circumstances “where there is evidence of systematic failures in handling, storage or
transport subsequent to inspection/certification by the authorities in the exporting
country.” Evidence of such failures should be included in an information exchange for
rejected food products.]

[Principle 12: Impact of procedures on producers' and consumers' risks

The sampling and testing procedure to be followed in the case of a dispute should alter, by as little as
possible, the agreed consumers' and producers' risks. /

In the case of a dispute, the sampling and testing procedures should remain the same.]

[Commentary:

- During the dispute resolution procedure it may be necessary to establish whether the
sampling and testing procedure was appropriate to the nature of the product and to the risks
associated with its consumption. An appropriate sampling and testing procedure could be
evidenced by, for example, prior agreement on the sampling and testing procedure by the
parties themselves or recommendation by Codex or its commodity committees; otherwise a
specific assessment of the sampling and testing procedure may be needed as part of dispute
resolution. Note that such an assessment may prolong the dispute.

- [The only changes to consumers' and producers' risks that can result from further sampling
and testing, or reappraisal of the data, are a reduction in producers' risk and an increase in
consumers' risk.] The importing country’s original sampling and testing, results in a certain
level of consumers' and producers' risks; further sampling and testing, or reappraisal of the
data, provides a second opportunity by which product, whether satisfactory or unsatisfactory,
may be passed as acceptable.

- It should be the aim of the dispute resolution procedure to rectify or allow for deficiencies in
carrying out the sampling and testing on the lot in question in a way that increases as little as
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possible the probability of passing unacceptable product (i.e. increases the consumers' risk as
little as possible).

- A checklist is a useful way to identify possible causes of a dispute and their effects. For
example, a checklist to determine whether the sampling and testing procedure has been
applied correctly should cover laboratory outliers, systems failures, improper sample
selection, mistakes in data transcription, and other relevant points.

- At the satisfactory conclusion of a dispute, the parties in dispute agree on the outcome of the
dispute resolution, to the extent possible identify the cause of the dispute, take all the
necessary measures to prevent the recurrence of similar disputes and ensure the appropriate
disposition of any rejected food product. Data for the entire chain from production to import
is potentially relevant.]

SECTION 5 - REFERENCES
e Guidelines for Food Import Control Systems (CAC/GL 47-2003)

e Publications and resources of the 1SO Committee on Conformity Assessment (ISO CASCO) at
http://www.iso.org/iso/resources/conformity _assessment.htm.
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Annex 111

General Comments (Japan)

It is required first to clarify the relation of sampling, testing, and conformity assessment dealt with in this text
as a premise for fully discussing about these principles. Especially to clarify the relation between sampling
and testing is essential for efficient consideration.

Examples of all possible assumption are given to below.

Ex) 1. Sampling and testing are considered to be the independent processes. That is, sampling is the process
of extracting and preparing sample which is tested, and it distinguishes testing as a process to know the
characteristic in the sample by a measure to examine, such as a method of analysis. Furthermore, conformity
assessment is also the process which is independent of sampling and testing.

Ex) 2. Sampling and testing are obtaining a result used for conformity assessment, and are not independent.
Only conformity assessment becomes independent.

Ex) 3. Sampling is a part of Testing. Conformity assessment is also independent.

Ex) 4 Conformity assessment is the process of checking the lot etc. meet a standard based on the result
obtained through them including sampling and testing.

Ex)1 Ex)2 Ex)3 Ex)4
. Testing Conformity
S I .
ampiing Sampling assessment
Testing Sampling .
. Sampling
Testing
Conformity Conformity Conformity
assessment assessment assessment

After clarifying the relationship among sampling, testing, and conformity assessment in this document, it is
necessary to define the following term.

- testing
Moreover, the following term definitions are recommended.

- testing procedure

- sampling procedure.



