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Background

At its 33" Session the CCMAS agreed that it would consider at this session only the principles with
additional notes only if essential and that further development of the document, such as explanatory notes
and examples that would be useful, should be considered at a later stage.

The Committee agreed to return the commentary to Step 2/3 and to develop examples at a later stage.

The Committee agreed to establish an electronic working group, working in English, to develop draft
explanatory notes and consider what examples might be useful, for consideration at the next session.

The working group would be chaired by Germany with assistance of New Zealand (especially as regards the
availability of a web-based work space), the United States, the Netherlands and Japan.

Working environment

An invitation letter to Codex members and international organizations to nominate participants and guests
was circulated on 23 May 2012.

The web-based shared workspace provided by New Zealand as forum for discussion before.
New Zealand hosted, developed, managed the workspace and provided reference links.

The names, contact details and statuses of the nominated persons were uploaded in the website. A total of 22
member countries, 1 member organization and 7 international organizations nominated their participants and
guests (Annex I).

Development of the Proposed Draft Explanatory Notes
The initial draft of the Proposed Draft Principles was prepared by Germany and New Zealand.
The text was taken from

The Proposed Draft Principles for the Use of Sampling and Testing in International Food Trade (CX/MAS
12/33/3)

The Proposed Draft Principles for the Use of Sampling and Testing in International Food Trade
(REP12/MAS, Appendix 1V)

The GUIDELINES FOR THE EXCHANGE OF INFORMATION BETWEEN COUNTRIES ON
REJECTIONS OF IMPORTED FOOD (CAC/GL 25-1997);

The GENERAL GUIDELINES ON SAMPLING (CAC/GL 50-2004);

The GENERAL GUIDELINES FOR FOOD IMPORT CONTROL SYSTEMS (CAC/GL 47-2003);

The GUIDELINES ON ESTIMATION OF UNCERTAINTY OF RESULTS (CAC/GL 59-2006);

The GUIDELINES ON MEASUREMENT UNCERTAINTY (CAC/GL 54-2004);

The GUIDELINES FOR THE ASSESSMENT OF THE COMPETENCE OF TESTING LABORATORIES
INVOLVED IN THE IMPORT AND EXPORT CONTROL OF FOOD (CAC/GL 27-1997);

E
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FOOD CONTROL LABORATORY MANAGEMENT: RECOMMENDATIONS (CAC/GL 28-1995. rev.1997);

ISO/IEC 17025:2005 (CAC/GL 27-1997) ’General requirements for the competence of calibration and
testing laboratories’;

These source texts were amended by comments and examples.

Germany posted the initial draft on the workspace on 18th July. The discussion was started on 30th August
with deadline on 16th November. Due to several requests for allowing further contributions, the discussion
was kept open until 31th December.

Comments and contributions were received from 7 countries (Canada, Cuba, Germany, Hungary,
Netherlands, New Zealand and Uruguay). Uruguay provided a completely new version of the document
which could not be implemented into the processed version. It was posted on the workspace on 19th
November. The draft document was promptly amended as the discussion proceeded, and the current version
was posted on the workspace.

A concluding version (Annex I1) was posted on the workspace on 3rd January 2013.
Matters of Discussion

In general, a high level of agreement between the discussion parties was achieved. Most of the comments
could be considered amending the text by consensus. Otherwise, the text contributions of Cuba and Hungary
have been placed in square brackets for further consideration.

The main subjects of discussion have been the "Agreements before initiating trade" (Principle 1),
"Consumers' Risk and Producers' Risk" (Principle 4), "Selecting appropriate sampling and testing
procedures™ (Principle 5) and "Taking account of analytical measurement uncertainty and its implications"
(Principle 7).

Difficulties arising from the determination of the levels at which the probabilities of acceptance are to be
controlled and the specification of the quality level at which a production lot or production consignment will
be rejected with a specified low probability (the producer’s risk) and the quality level at which a production
lot or production consignment will be accepted with a specified low probability (the consumers’ risk) have
been discussed extensively. As a consequence, this was considered to be a principal point of agreements
before initiating trade.

In order to facilitate the application of the GENERAL GUIDELINES ON SAMPLING (CAC/GL 50-2004)
with respect to product variation, helpful comments and examples have been elaborated for selecting
appropriate sampling and testing procedures.

The introduction of definitions "inspection lot/consignment™ proved not beneficial and finally the terms
"lot/consignment”, "production lot/production consignment”, "lot as defined by the inspector" and
"inspection samples" remained by consensus.

After discussion, the participants agreed, that in order to control producers’ and consumers’ risks it is
necessary to specify a quantity that the standard deviation of measurement error is not expected to exceed,
such as a 95% confidence limit. This takes into consideration the fact that even the statistical significance of
95% does not prove compliance or non compliance beyond any reasonable doubt.

Attachments:
Annex I List of participants
Annex Il: Proposed Draft Explanatory Notes on Principles for the Application of Sampling and

Testing Activities in International Food Trade
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Annex |

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

List of Participants and Guests

NO

Participant

Guest

Administrators

Dr. Claus Wiezorek

Chemisches und Veterindruntersuchungsamt
Miinsterland-Emscher-Lippe (CVUA-MEL) — A6R
Joseph-Konig-Str. 40

48147 Miinster

claus.wiezorek@cvua-mel.de

Dr. Caroline Stachel

Bundesamt fiir Verbraucherschutz und
Lebensmittelsicherheit (BVL)

Federal Office of Consumer Protection and Food Safety
E-Mail: carolin.stachel@bvl.bund.de

Phillip Fawcet

Principal Adviser (International Standards)
Ministry of Agriculture and Forestry

P O Box 2526, Wellington

DDI: +64-4-894 2656 MOB: +64-29-894 2656
Phil.Fawcet@mpi.govt.nz

Meena Chandra

Coordinator (Administration)
Ministry of Agriculture and Forestry
P O Box 2526, Wellington
Meena.Chandra@mpi.govt.nz

Australia

Mr Richard Coghlan

Laboratory Service Manager

National Measurement Institute

Department of Industry, Innovation, Science, Research and
Tertiary Education

Email: Richard.Coghlan@measurement.gov.au

Karina Budd

Manager, Residue Chemistry & Laboratory Performance Evaluation
National Residue Survey

Department of Agriculture, Fisheries and Forestry

Email: karina.budd@daff.gov.au

Australian Codex Contact Point
Department of Agriculture, Fisheries and Forestry
Email: codex.contact@daff.gov.au

BI1O

Janet E. Collins, Ph.D., R.D.
601 Pennsylvania Avenue, NW
Washington DC 20004

Office: +1-202-728-3622
Cell: +1-703-868-3280

Janet.E.Collins@usa.dupont.com

Brazil

Rosane Maria Franklin Pinto

Member Country/Organization: National Health
Suveillance Agency- Anvisa

Regulation National Health Surveillance Specialist
rosane.maria@anvisa.gov.br

Ligia Lindner Schreiner

Member Country/Organization: National Health Suveillance Agency-
Anvisa

Regulation National Health Surveillance Specialist
ligia.schreiner@anvisa.gov.br

Canada

Stan Bacler
Senior Science Advisor, Bureau of Chemical Safety

Jeff Van de Riet
National Manager, Chemistry Laboratory Programs
Canadian Food Inspection Agency
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Health Canada
stanley.bacler@hc-sc.gc.ca

jeffrey.vanderiet@inspection.gc.ca

Sheryl Tittlemier

Research Scientist/Program Manager, Grain Research Laboratories
Canadian Grain Commission

sheryl.tittlemier@grainscanada.gc.ca

Don Forsyth

Chief, Food Research Laboratory

Health Canada

don.forsyth@hc-sc.gc.ca

6. Chile Mauricio Donders
Javiera Cornejo Official Position: Assistant Associate Proffessor
Official Position: ACHIPIA UTEM (Universidad Tecnolégica Metropolitana)
Laboratory Network and Scientific Network Manager Andrea Abarca
Official Position: TRESMONTES S.A.
Chief of Laboratory Analisys Unit
7. CropLife International
Ms. Lucyna Kurtyka
Position: Food Policy & Int’l Organizations Lead
Institution: Monsanto Company
lucyna.k.kurtyka@monsanto.com
8. Cuba Taimi Valdés Rojas, M Sc.
Nelson Fernandez Gil, M Sc. Offlc_lal position: _ _
Secretary of Cuban Committee on Methods of Analysis Chalrr_nan of Cuban Committee on Methods of Analysis and
and Sampling (NC/CTN-46). Sampllng_(NC/CTN-46). o
Head of Quality Management Group. CUBACONTROL Lab Quality Management Specialist. CNICA-VC.
Laboratory, Havana. Institution: _ )
International Supervision Services CUBACONTROL, Ltd. | National Center of Quality Inspection.
Ministry of Foreign Trade (MINCEX). Ministry of Food Industry (MINAL).
nelsonfg@Iaboratorio.cubacontrol.com.cu
9. Ecuador
Lourdes del Rocio Benitez Santillan
Project Leader CEPIAD-ESPOCH (Polytechnic Research
Center for developing food)
Polytechnic School of Chimborazo (ESPOCH).
lourditas_benitez@hotmail.com
10. European Union codex@ec.europa.eu
Mr Risto Holma
Tel.: 0032 2 299 8683
European Commission
E-mail: risto.holma@ec.europa.eu
11. Ghana Mr. Isaac Williams Ofosu

Mr. Richard Bayitse

Research Scientist

Institute of Industrial Research

Council for Scientific and Industrial Research
Accra

Email: zatomensah@yahoo.com

Lecturer

Department of Food Science and Technology

Faculty of Biosciences

Kwame Nkrumah University of Science and Technology
Kumasi — Ghana

Email: ofosuiw.sci@knust.edu.gh

Codex Contact Point
Ghana Standards Authority
P. O. Box MB 245

Accra

Ghana

Email: codex@gsa.gov.gh
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12.

Hungary

Prof. Dr. Arpad Ambrus

Deputy Director General

Hungarian Food Safety Office
Email: arpad.ambrus@mebih.gov.hu

13.

ICGMA

Shannon Cole, MS, PMP

Senior Director, Science Program Management
Grocery Manufacturers Association (GMA)
1350 | Street NW, Suite 300

Washington, DC 20005

(202) 639-5979 phone, (202) 639-5991 fax
scole@gmaonline.org

14.

ICUMSA

Dr Roger Wood, Cringleford, Norwich, UK
Mobile: 07725 419921
e-mail: roger.shirley@btinternet.com

15.

Iran

Behzad Ghareyazie

Head, Iranian CCMAS

Agricultural Biotechnology Research Institute of Iran
E-mail: ghareyazie@yahoo.com

Secretary,N.C.C. of Iran

roya behrouzi

royamarhemati@yahoo.com

Iran tehran street gandy 21-pelak12 vahed 5
Iran

16.

Ireland

Ms. Ita Kinahan

Official Position:Principal Chemist
Institution: The State Laboratory
Ita.Kinahan@statelab.ie

17.

1SO

Ton Gerssen; more official Ir. T.G. Gerssen, MBA
Official position: Consultant Food & Agriculture

Secretariat: ISO/TC 34/SC 5; CEN/TC 302 & NEN/NC 370

005 — Milk and Milk Products

Address: NEN, Netherlands Standardization Institute
P.O. Box 5059, 2600 GB Delft The Netherlands
www.nen.nl

E-mail: ton.gerssen@nen.nl

18.

Japan

Daisuke TAKEUCHI
MHLW, JAPAN
codexj@mhlw.go.jp

Takahiro Watanabe

1-18-1, kamiyouga, setagaya-ku, Tokyo
158-8501

National Institute of Health Sciences
Division of Foods Section Chief
Takahiro Watanabe Ph. D.

tawata@nihs.go.jp

19.

Netherlands

Henk van der Schee

Senior Surveyance Officer

Nederlandse VVoedsel en Waren Autoriteit
Catharijnesingel 59

3511 GG Utrecht

Postbus 43006

3540 AA Utrecht
Henk.van.der.Schee@VWA.NL

Grishja van der Veer
Researcher

RIKILT, Wageningen UR
grishja.vanderveer@wur.nl
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20.

New Zealand

Paul Dansted

Manager (Food Assurance Programmes)
Ministry of Agriculture and Forestry

P O Box 2526, Wellington
Paul.Dansted@mpi.govt.nz

Roger Kissling

Statistician

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

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

21.

OIML

Willem KOOL

BIML Assistant Director

International Organization of Legal Metrology (OIML)
11, rue Turgot - 75009 Paris — France

E Willem.Kool@oiml.org

22.

Philippines

Ms. Amelia W. Tejada, Ph.D. — participant
Chair -SCMAS, Philippine National CODEX
Executive Director

Food Development Center

National Food Authority

Dept. of Agriculture

Ms Edna C Mijares
President and CEO
JEFCOR

23.

Republic of Korea

Dr. Park Sung Kug

Senior Researcher, Food Contaminants Division, Korea
Food and Drug Administration

skpark7@korea.kr

Mr Kim, Dong-Gyu
Research Officer, Animal, Plant and Fisheries Quarantine and
Inspection Agency

dgkim@Kkorea.kr

Ms. Lim, Hye Jin
Codex Researcher, Food Standards Division, Korea Food and Drug

Administration
hjdj222@korea.kr

Ms. Park, Hyun Jung

Veterinary Official, Animal, Plant and Fisheries Quarantine and
Inspection Agency

parkhjo901@Kkorea.kr

24,

Republic of Serbia

Mrs. Bauer Aleksandra
Director

SP Laboratorija
splaboratorija@sojaprotein.rs

Mrs. Marija Vuji¢ Stefanovié
Senior Adviser

SP Laboratorija
mvs@sojaprotein.rs

25.

Switzerland

G. Gremaud

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

Federal Office of Public Health FOPH

Consumer Protection

Schwarzenburgstrasse 165, CH-3097 Liebefeld
gerard.gremaud@bag.admin.ch

Erik Konings Ph.D.

Method Management Group - Quality and Safety department
Nestlé Research Center

PO Box 44, Vers-chez-les-Blanc, CH-1000 Lausanne 26
Email: erik.konings@rdls.nestle.com

Julie Moulin

Qualitician/statistician

Method Management Group - Quality and Safety department
Nestlé Research Center

PO Box 44, Vers-chez-les-Blanc, CH-1000 Lausanne 26
Email: julie.moulin@rdls.nestle.com

26.

Thailand

Ms. Chanchai Jaengsawang
Advisor

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

27.

International Dairy Federation (IDF)

Ms. Aurélie Dubois

IDF Standards Officer

International Dairy Federation (FIL-1DF)
Silver Building

Bd. Auguste Reyers 70/B

1030 Brussels

adubois@fil-idf.org

Dr. Silvia Orlandini

Coordinator

Associazione Italiana Allevatori (A.LLA.)
Via dell'Industria, 24

00057 Maccarese, Roma

Italy

orlandini.s@aia.it

Dr. Rob Crawford

Manager

Calibration and Statistics Group Fonterra
PO Box 459

Hamilton

New Zealand
rob.crawford@fonterra.com

Dr. Jaap Evers

Senior Regulatory Strategist

FIL-IDF New Zealand c/o Fonterra Co-operative Group Ltd.
Private Bag 11 029

Palmerston North

New Zealand

jaap.evers@fonterra.com

28.

Uruguay

LAURA FLORES

CONSULTOR SENIOR

institution: LABORATORIO TECNOLOGICO DEL
URUGUAY

email address: Iflores@Iatu.org.uy

PEDRO FRIEDRICH

official position: head of CONFORMITY ASSESMENT
DEPARTMENT

institution: LABORATORIO TECNOLOGICO DEL URUGUAY
email address: pfriedri@Iatu.org.uy

29.

United Kingdom

Dr Roger Wood, Cringleford, Norwich, UK
Mobile: 07725 419921
e-mail: roger.shirley@btinternet.com

Dr Andrew Damant,

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

Food Standards Agency,

Auviation House,

125 Kingsway,

London,

WC2B 6 NH,

UNITED KINGDOM

Tel: +44-(0)207-276-8757

Fax: +44-(0)207-276-8910
Andrew.Damant@foodstandards.gsi.gov.uk

30.

us
Gregory O. Noonan, PhD

Deputy Director (Acting), Office of Food Additive Safety

Food and Drug Administration
5100 Paint Branch Parkway

College Park, MD 20740 USA
Gregory.Noonan@fda.hhs.gov

David B. Funk, Ph.D., D.Sc. (h.c.)

Deputy Director

Chief Scientist, GIPSA
USDA-GIPSA-Technology and Science Division
10383 N. Ambassador Dr.

Kansas City, MO 64153
David.B.Funk@usda.gov

Marie Maratos

International Issues Analyst

U.S. Codex Office

Room 4865 South Building
SIS/USDA

Washington, DC, USA

Email: Marie.Maratos@fsis.usda.gov
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Annex 11

PRINCIPLES FOR THE USE OF SAMPLING AND TESTING IN INTERNATIONAL FOOD
TRADE

EXPLANATORY NOTES
CONTRIBUTED BY GE, NZ, CU, CA, NL AND HU

Introduction

This document provides practical notes which refer to the Proposed Draft Principles for the Use of Sampling
and Testing in International Food Trade (REP12/MAS, Appendix 1V) 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.

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.

Scope

These explanatory notes are intended to assist governments in the establishment and use of sampling and
testing procedures for determining, on a scientific basis, whether foods in international trade are in
compliance with particular specifications.

Explanatory Notes to Principles
Principle 1: Agreements before initiating trade

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 trade meets the specifications of the
importing country and also on the sampling and testing procedures to be followed in the case of a dispute.

Agreement is desirable:

o to allow the producers’ and consumers’ risks associated with the procedures to be assessed and
maintained at reasonable levels fair to both parties

e to avoid future disputes concerning the appropriateness of the methods of sampling and analysis or
the criteria used to judge the results.

The agreements should contain:
e Language of communication

e Specification of the quantities that will be used to quantify the quality level of a lot (for example the
mean analyte level or the percentage of product above a certain level)

[Hungary: The accept reject limit (A/RL) should be specified based on prior experience and taking
into account the know uncertainties of sampling and analysis.

The A/RL should be lower than the maximum or higher than the minimum permitted concentration.
The A/RL shall be applied for the analyte content or the tested parameter of the duplicate samples
taken by the producer/exporter. The first sample shall be analysed before the shipping of the product,
the second sample shall be retained for analysis in case of dispute. Utmost precaution shall be taken to
ensure that the content of the two samples is as similar as possible and the second sample is stored
under conditions which assure the integrity of the sample material.

The A/RL may be linked to AQL and LQ discussed in principle 5]

e Specification of maximum acceptable producers' and consumers” risks, and the quality levels (see
above) at which they are to apply

[Hungary: In case of inhomogeneous lots such as raw agricultural commodities the extent of
heterogeneity may vary from lot to lot. Consequently an appropriate sampling strategy assuring
specified consumer/producer risk cannot be defined without extensive (expensive and time
consuming) case-by case testing. One possible solution is the agreement on an A/RL which is decided
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based on all available prior experience and scientific results. The A/RL should be re-evaluated time to
time.]

o Specification of the manner in which production lots or consignments may be linked to inspection
samples. It is more straightforward where the consignment and lot are the same. If a consignment
contains multiple lots, acceptance may be for individual lots within the consignment or for the entire
consignment. This situation must be clarified in the agreements as outlined in CAC/GL 47-2003
Guidelines for Import Control Systems paragraph 28. It should be noted that if acceptance is for a
consignment as a whole, then that entire consignment should be treated as a single lot for the
purposes of sampling.

e Sampling procedure (that is, methods used to select and physically take the samples, and the specific
portions of material to be analysed)

o Analytical methods (that is, methods used to estimate the relevant characteristics of the samples)

o Specification of the acceptance criteria following sampling and analysis, including specification of
any allowances to be made for sampling and analytical measurement uncertainty

o Agreement on a process for resolving disputes over analytical (test) results (for example CAC/GL 70-
2009)

e Specifications regarding the retention of reserve samples by the importing country for the purposes of
resolving disputes

[Hungary: reserve sample(s) should be taken before the shipment and stored by the
exporter(supplier). Alternately an A/RL could also be specified and applied at the importer
side. Good example for this is the EC regulation specifying 50% uncertainty on the results of
pesticide residue analysis (lots are rejected if the residue measured in the sample is larger than times

the MRL. Ideally, if the A/RL is properly selected at the producer/exporter side no sample taken from

a compliant lot should contain residue above the importers A/RL.]

e Communication procedures in case of any variations of the above-mentioned terms
Principle 2: Transparency

The selection of sampling and testing procedures and the process for comparing test results to specifications
should be documented, communicated and agreed upon by all parties. All relevant information should be
shared between governments using mutual agreed upon format and language(s).

[CUBA: In order to minimize the inconveniences that can be caused by the application of different ways to
identify production lots or consignments in the original country (exporter) with respect to inspected lots or
consignments in the destination country (importer), which becomes frequently, a serious problem, the
exporter and the importer should apply the same sampling procedures, to the same portions of the
commodity (lot, consignment, container, hold of ship, production date, etc.) and identical or equivalent
testing methods must be used. These situations should be very well stated and clarified in the previous
agreements before initiating trade to make possible the quality results' comparison of commodities produced
in origin and inspected in destination.]

In the case of a rejection the exchange of information should be done according to the GUIDELINES FOR
THE EXCHANGE OF INFORMATION BETWEEN COUNTRIES ON REJECTIONS OF IMPORTED FOOD
(CAC/GL 25-1997). The information should document the link between the particular ‘production
lot* or 'production consignment' of the exporter and inspection samples of the importer. The information
should contain:

o The details of the applied sampling procedure
o A description of the inspection samples (e.g. size, location in the consignment)

o The analytical method used to measure the inspection samples, and the laboratory performing the
measurements, including fit for purpose evaluation according to Principle 9

o The measured result for each inspection sample, together with any information (e.g. container
identification, manufacturer’s codes) which may identify to the exporter the part of the production
consignment from which it was drawn
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¢ Values for any components of measurement and sampling uncertainty used in the assessment, and
their source

o A description of the raw data, the calculations performed and the results obtained, sufficient for the
exporting country to comprehend these results

o A description of the criteria applied in deciding to reject the production lot or consignment

e Justification for these criteria, (e.g. in terms of prior agreement, use of published sampling plans,
mathematical argument and so on).

[Hungary: it would be more appropriate to exchange all necessary information listed above and agree on the
procedures which would be applied and specify them in the trade agreement before the shipments of goods.
In case of rejection, only potential deviations should be listed and justified. Otherwise we open the door for a
lengthy dispute situation.]

Principle 3: Components of a product assessment procedure

Sampling and testing of food in trade to determine whether the food meets specifications involves three
components, and all three of these should be considered when an assessment procedure is selected:

o Selection of samples from a lot or consignment or consignment as per the sampling plan;

o Examination or analysis of these samples to produce test results (sample preparation and test
method(s)); and

e Criteria upon which to base a decision using the results.

For a given lot, this decision may not be predictable because of variation between samples and variation due
to measurement error: of two identical lots, one may be accepted and the other rejected, because of this
variation. On the other hand, the probability of such a discrepancy can be controlled, if the sampling and
measurement uncertainties are considered correctly. This is a fact that must be well understood and
considered by both the producer and consumer when making and acting on decisions.

[H: If the concept of A/RL is accepted, then the above problem is eliminated]
Principle 4: Consumers' Risk and Producers' Risk

Whenever food is sampled and tested, the probability of wrongly accepting or wrongly rejecting a lot or
consignment affects both exporters and importers and can never be entirely eliminated. The Consumers' Risk
and Producers' Risk should be evaluated and controlled, preferably using methodology described in
internationally recognized standards.

The WORKING PRINCIPLES FOR RISK ANALYSIS FOR FOOD SAFETY FOR APPLICATION BY
GOVERNMENTS (CAC/GL 62-2007) provide guidance to national governments for risk analysis (risk
assessment, risk management and risk communication) with regard to food related risks to human health).

[Canada: Canada suggests that this reference might be deleted. It is our recollection that the discussion of
Risk within the scope of this Working Group is to address the risks of wrongly accepting or rejecting food in
trade and that references to human health risks are not within the scope of this work.]

[Hungary: the CAC/GL 62-2007 is very general and does not provide any useful information for deciding on
the acceptable consumer risk in connection with a particular commodity analyte combination. It might be
useful to include a section to link this GL to relevant general Codex Principles.]

The GENERAL GUIDELINES ON SAMPLING (CAC/GL 50-2004), sections 3, 4 and 5, provide guidance on
sampling plans for various situations. Principle 1 recommends consultation between exporting and
importing countries in selecting a plan. Whether agreement is reached or not, the choice of plan to be used
is ultimately the responsibility of the importing country. Particularly where consultation has not taken place
or agreement has not been reached, the responsible authority should have regard to principles of fairness
towards the producer. This means making sure that compliant product is not exposed to an unduly high
probability of rejection. In other words, the producers’ risk should not be too high. What is “too high” may
depend on the product and analyte concerned, and also the AQL (Acceptable Quality Level) considered
appropriate. The ‘“usual” value for the producer’s risk (as stated in the GL 50, section 2.2.14, second
paragraph) is 5%, the sampling plan being chosen to apply this producers’ risk at a lot quality (the AQL)
appropriate to the hazard presented by non-compliant material. As stated in the GL 50, section 2.2.14, the



CX/MAS 13/34/5 11

characteristics which may be linked to critical defects (for example to sanitary risks) shall be associated with
a low AQL (i.e. 0,1 % to 0,65 %) whereas the compositional characteristics such as the fat or water content,
etc. may be associated with a higher AQL (e.g., 2,5 % or 6,5 % are values often used for milk products).

According to ISO 2859-2, it is recommended that the particular consumers’ risk LQ (Limiting Quality),
which is normally 10%, should be set at least three times the desired AQL, in order to ensure that lots of
acceptable quality have a reasonable probability of acceptance. Accordingly, the LQ is generally very low
when the plans aim at the control of food safety criteria. It is often higher when the plans aim at the control
of quality criteria.

Therefore, determination of the AQL, LQ and their associated risks may involve risk analysis. 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.

Prior information may be useful in managing these risks efficiently. For example, the importing country can
take into account the rate of non-compliances of certain exporter/importer combinations in controlling risk,
using procedures with relatively low sampling rates (and therefore in principle relatively high consumers’
risks) in cases where past records show that there is in any case a low risk of non-compliance, and higher
sampling rates for other situations.

It may also be possible to take into account testing that has already been carried out in the exporting country.
Export control procedures generally include a combination of end-product testing with a range of other
controls, and effective management of these is vital. These management measures should involve HACCP
and traceability aspects, where appropriate.

Auditing of the exporting country’s control system can lead to choosing a less strict sampling plan
compared to the situation without prior knowledge, in accordance with the GUIDELINES FOR THE
DEVELOPMENT OF EQUIVALENCE AGREEMENTS REGARDING FOOD IMPORT AND EXPORT
INSPECTION AND CERTIFICATION SYSTEMS (CAC/GL 34-1999).

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

Principle 5: Selecting appropriate sampling and testing procedures

The sampling and testing procedures selected should be scientifically based and appropriate to the
commodity and lot or consignment to be sampled and tested, fit for intended purposes and applied
consistently.

Information that is needed in order to define an appropriate sampling plan and method of analysis includes:

o Whether the procedure is to apply to single lots considered in isolation, or to lots forming part of a
continuing series.

o Definition of a quantity defining the “quality level” of a lot as defined by the inspector (e.g. the mean
analyte level of the lot or a percentage of the lot with analyte concentrations outside a certain range)
which the sampling and testing procedure is to control, and in terms of which the AQL and LQ are to
be stated.

o Determination of the levels at which the probabilities of acceptance are to be controlled and the
specification of the AQL, which is a quality level at which a lot or consignment will be rejected with a
specified low probability (the producer’s risk) and of the LQ which is a quality level at which a lot or
consignment will be accepted with a specified low probability (the consumers’ risk).

o Specification of the two specified probabilities of acceptance above, the producer’s and consumer’s
risks.

Whether the measurement methods available to assess the quality of inspection samples are qualitative
or quantitative.

o The measurement errors associated with these measurement methods: e.g. the probabilities of false
positives and false negatives, the probability distribution of measurement errors.
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¢ In the case of quantitative measurements, whether the values obtained after randomly sampling can be
treated as normally distributed (possibly after a suitable transformation).

¢ |n the case of quantitative measurements, whether there is information on the likely variability within
the lot, for example based on historical information or manufacturer’s information.

o In cases where an assessment procedure is based on an estimate of the mean analyte(s) content in a
lot and a predetermined estimate of within lot variation, the extent to which individual lots may be
expected to vary about this latter estimate should be considered, along with variation in producers’
and consumers’ risks that may result.

Sampling procedures should be performed in accordance with appropriate Standards related to the
commodity of concern (for example ISO 707 for sampling of milk and milk products or RECOMMENDED
METHODS OF SAMPLING FOR THE DETERMINATION OF PESTICIDE RESIDUES FOR
COMPLIANCE WITH MRLS (CAC/GL 33-1999)).

The GENERAL GUIDELINES ON SAMPLING (CAC/GL 50-2004) should be consulted when developing
appropriate sampling plans. The Guidelines cover the following sampling situations for the control
exclusively of homogeneous goods:

o control of percentage of defective items by attributes or by variables, for goods in bulk or in individual
items,

e control of a mean content.

Each lot or consignment that is to be examined must be clearly defined. In order to avoid any dispute over
the representativeness of the sample, a random sampling procedure as described in GL 50, section 2.3.3
should be chosen, whenever possible, alone, or in combination with other sampling techniques:

If it is required to control the percentage of non-conforming items in a lot, then (provided
measurement uncertainty is negligible, in relation to sampling uncertainty)

o |f the inspected parameter is qualitative (including quantitative data classified as attributes, for
example "conforming™ or "'not conforming”, with respect to a limit) or distributed in an unknown
manner (consult 1ISO 5479:1997, "Statistical interpretation of data - Tests for departure from the
normal distribution™), Attributes Plans (CAC/GL 50-2004, 4.2) should be performed for sampling.

e In case of measurable parameters with normally distributed variability, Variables Plans
(CAC/GL 50-2004, 4.3) should be chosen.

If it is required to control the average of a characteristic in a lot, then (again providing measurement
uncertainty is not an issue)

¢ Single Sampling Plans for Average Control (CAC/GL 50-2004, 4.4) are recommended as tests which
aim at ensuring that, on average, the content of the controlled characteristic is at least/at most equal
to either the quantity given on the label of the product, or the quantity fixed by the regulation or a
code of practice (e.g. net weight, net volume etc.).

The Guidelines are applicable for control at reception, but may not be applicable for quality control of end-
products by manufacturers.

The selection of a sampling plan will often depend on the variability of the product being assessed. The
exporting country is likely to have greater knowledge of a food's variability. In many cases producers, who
have access to the food before it is packed and put in containers, may well carry out more extensive product
testing before export than it is feasible for the importing country to apply. It may also be easier for the
producer to conduct valid sampling procedures, for example random sampling. Information from such
testing, if made available to the importing country, may be useful in estimating the variability of product,
and may reduce the testing burden of the importing country. For instance if the producer’s data showed that
production was in control, it would allow the sigma method to be used instead of the s method.

Principle 6: Practical considerations

The selection of sampling and testing procedures should take into account practical matters such as cost and
timeliness of the assessment and access to lots or consignments, provided that Consumers' Risk is not
compromised.
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In order to build and maintain the necessary confidence in the inspection and certification systems of the
exporting and importing countries, the GUIDELINES FOR THE DESIGN, OPERATION, ASSESSMENT
AND ACCREDITATION OF FOOD IMPORT AND EXPORT INSPECTION AND CERTIFICATION
SYSTEMS (CAC/GL 26-1997) should be consulted.

In some cases, reliance on sampling and testing by importing countries may not be a feasible means of
providing assurance that the 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 the product should be considered, such as
reliance on the manufacturer’s or exporting country’s assessment. For further details, the GENERAL
GUIDELINES FOR FOOD IMPORT CONTROL SYSTEMS (CAC/GL 47-2003) should be consulted.
However, 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 or consignment may become heterogeneous. In
such cases, sampling and testing by importing countries may provide assurance that the product still meets
specifications.

Deviations from accepted analytical methods and sampling plans may change producers’ and consumers’
risks; the new risks should be considered and accepted by both parties.

Principle 7: Taking account of analytical measurement uncertainty and its implications

The selection of the product assessment procedure should take into account analytical measurement
uncertainty.

The GUIDELINES ON ESTIMATION OF UNCERTAINTY OF RESULTS (CAC/GL 59-2006) and the
GUIDELINES ON MEASUREMENT UNCERTAINTY (CAC/GL 54-2004) describe acceptable procedures
for estimating the measurement uncertainty based on different combinations of in-house validation data, in-
house precision data and inter-laboratory data and illustrate how the concept of analytical measurement
uncertainty might be taken into account, in the most simple case when decisions are made based on a single
test sample. Note that such decisions, if based only on an estimate of the measurement uncertainty, do not
satisfactorily control the producers’ and consumers’ risks. In order to control these risks it is necessary to
specify a quantity that the standard deviation of measurement error is not expected to exceed, such as the
proposed 95% confidence limit. The analytical measurement uncertainty is composed of contributions by
sample preparation, sample processing, extraction, clean up, evaporation, derivatisation and instrumental
determination.

In many situations the impact of measurement uncertainty on the test statistic may be negligible compared
to its sampling uncertainty. In that case it will therefore have a negligible impact on the operating
characteristics of the sampling plan and need not be taken into account in the assessment.

Other things being equal, a high measurement uncertainty will increase either the producers risk (high rate
of rejection of compliant products in quality control may make trade uneconomic) or the consumers risk
(high probability of acceptance of non compliant products may affect consumer protection) and possibly
both.

Principle 8: Product variation

The selection of sampling and testing procedures should take into account the potential variations within a
lot or consignment.

Variation of foods may exist per se and may be caused or influenced by differences due to storage and
transport conditions. 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 inspection sample assessments.

As stated in the GENERAL GUIDELINES ON SAMPLING (CAC/GL 50-2004), Section 2.4, and in the
GUIDELINES ON ESTIMATION OF UNCERTAINTY OF RESULTS (CAC/GL 59-2006), Section 2, it is
desirable that the sampling uncertainty (expressed by the sampling standard deviation) associated with any
sampling plan, as well as the measurement uncertainty associated with the analysis should be quantified and
combined.
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The sampling uncertainty can be based on an estimate of standard deviation obtained from experimental
data on an extended period of production, made available to the inspectors by the professionals (o-method)
or can be estimated by testing a number of primary samples (s-method) in case of nonsufficient product
experience.

It must be considered that the GUIDELINES ON SAMPLING (CAC/GL 50-2004) do not cover the control of
non-homogeneous goods. In case of non-homogeneous lots or consignments, an appropriate sampling
procedure should be selected. The sampling procedure should consider the risk and the intended use of the
product. Large lots or consignments should be subdivided into parts to be sampled separately and accepted
and rejected independently. As far as possible primary samples (CAC/GL 50-2004, p. 17, 2.3.5.1) should be
taken at various places distributed throughout the lots or consignments, preferably using random sampling.

The influence of the intended use on the selection of sampling and testing procedures is illustrated by the
following examples for products with health-related properties:

For products subjected to further sorting or mixing treatment, the analytical result of the composite sample
of the mixed primary samples or the average of the analytical results of the primary samples might be used
for assessment. Acceptance might be achieved if the result of the composite sample (CAC/GL 50-2004, p. 17,
2.3.5.2) or the average of the results of the primary samples do not exceed the maximum limit beyond
reasonable doubt taking into account the correction for recovery and measurement uncertainty. For
products intended for direct human consumption acceptance might be achieved if in addition none of the
analytical results of the primary samples exceeds a higher limit at which health or safety is significantly
compromised. This latter test would preclude compositing of the samples.

Principle 9: Fitness for purpose

A testing procedure is fit for purpose in a given product assessment procedure, if , when used in conjunction
with the sampling plan and the decision criteria, it has accepted probabilities of wrongly accepting or
wrongly rejecting a lot or consignment.

A method of analysis 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 method of analysis and sampling plan are acceptable (to both
parties). To ensure that their own test results are fit for purpose and of the highest quality, the testing
laboratories employed should adhere to the GUIDELINES FOR THE ASSESSMENT OF THE
COMPETENCE OF TESTING LABORATORIES INVOLVED IN THE IMPORT AND EXPORT CONTROL
OF FOOD (CAC/GL 27-1997) and to FOOD CONTROL LABORATORY MANAGEMENT:
RECOMMENDATIONS (CAC/GL 28-1995. rev.1997).

The following quality criteria should be adopted by laboratories involved in the import and export control of
foods:

o Compliance with the general criteria for testing laboratories laid down in the standard 1SO/IEC
17025:2005 (CACIGL 27-1997) “General requirements for the competence of calibration and testing
laboratories”.

e Participation in appropriate proficiency testing schemes for food analysis which conform to the
requirements laid down in FOOD CONTROL LABORATORY MANAGEMENT:
RECOMMENDATIONS (CAC/GL 28-1995, Rev.1-199).

o Whenever available, use of methods of analysis which have been validated according to the principles
laid down by the Codex Alimentarius Commission (CAC/GL 27-1997)

[CUBA: when they are not available, then, a sampling plan and a method of analysis for a parameter
in a specification could be interpreted as an implied statement of fitness for purpose for the product,
provided that they could be: registered procedures and used historically, internationally recognized or
based in international methods and appropriate to the commodity and lot or consignment to be
sampled and tested; always previous agreement among exporter and importer.]

e Use of internal quality control procedures, such as those described in the HARMONIZED
GUIDELINES FOR INTERNAL QUALITY CONTROL IN ANALYTICAL CHEMISTRY
LABORATORIES (CAC/GL 65-1997).
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Fitness for purpose of an alternative method of analysis can be assessed in terms of its effect on consumers'
and producers' risks arising from the use of that method, in

conjunction with a sampling plan, compared to the specified method and sampling plan.
Principle 10: Review procedures

Sampling and testing procedures should be reviewed periodically to ensure they take into account new
science and information.

According to the “General requirements for the competence of calibration and testing laboratories”
(ISO/IEC 17025:2005) ,(CAC/GL 27-1997) the analytical laboratories should maintain a quality
management system, which implements a fixed time period of scientific literature research and a revision
service promptly based on the current technical documentation in force.



