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SUBJECT: Distribution of the Report of the 29" Session of the Codex Committee on Methods of
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A MATTERS FOR ADOPTION BY THE 31" SESSION OF THE CODEX ALIMENTARIUS
COMMISSION

PROPOSED AMENDMENTS TO THE PROCEDURAL MANUAL

1. Proposed Amendment to the Working Instructions for the Implementation of the Criteria Approach in
Codex (para. 86, Appendix I1).

METHODS OF ANALYSIS AND SAMPLING
2. Methods of Analysis in Codex Standards at different steps (paras. 52-61, Appendix I1)

Governments wishing to propose amendments or comments on items 1 and 2 above should do so in writing in
conformity with the Guide to the Consideration of Standards at Step 8 (see Procedural Manual of the Codex
Alimentarius Commission) to the above address before 15 May 2008.

PROPOSED DRAFT GUIDELINES AT STEP 5
3. Proposed Draft Guidelines on Analytical Terminology (para. 51, Appendix V)

Governments wishing to submit comments on the implications which the Proposed Draft Guidelines may have
for their economic interests should do so in writing in conformity with the Procedure for the Elaboration of
World-wide Standards at Step 5 to the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food
Standards Programme at the above address before 15 May 2008.

B. REQUEST FOR COMMENTS AND INFORMATION
DRAFT GUIDELINES AT STEP 6
3. Draft Guidelines for Settling Disputes on Analytical (Test) Results (para. 34, Appendix V)

Governments and international organizations wishing to submit comments should do so in writing to the
above address, with a copy to the Codex Contact Point of Hungary, Dr. Maria Véaradi, Central Food Research
Institute (KEKI), H-1022 Budapest, Herman Ott6 Gt 15 (Fax No. +361.212.9853; e-mail, codex@cfri.hu),
with a copy to the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food Standards Programme, at
the above address before 15 September 2008.
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SUMMARY AND CONCLUSIONS

The summary and conclusions of the 29" Session of the Codex Committee on Methods
of Analysis and Sampling are as follows:

Matters for adoption by the 31% Session of the Commission:

The Committee:

agreed to propose an amendment to the Working Instructions for the Implementation of
the Criteria Approach in Codex in the Procedural Manual (para. 86, Appendix II);

endorsed or updated the status of several methods of analysis in Codex standards
(paras. 52-61, Appendix I11);

agreed to advance to Step 5 the Proposed Draft Guidelines on Analytical Terminology
(para. 51, Appendix V);

agreed to undertake new work on Guidelines for Criteria for Methods for the Detection
and Identification of Foods Derived from Biotechnology (para. 93) and on the revision
of the Guidelines on Measurement Uncertainty (CAC/GL 54-2004) (para. 101).

Other Matters of Interest to the Commission

The Committee:

agreed to retain at Step 7 the Draft Guidelines for Evaluating Acceptable Methods of
Analysis (para. 19);

agreed to return to Step 6 the Draft Guidelines for Settling Disputes on Analytical (Test)
Results (para. 34, Appendix 1V);

agreed to consider further at its next session the development of guidelines for
establishing methods criteria for identification of relevant analytical methods (para.
86); guidance on sampling uncertainty (para. 108); the question from the Committee
on Milk and Milk Products concerning conformity assessment in the presence of
significant measurement error (para. 109); and methods of analysis for dioxins and
dioxin-like PCBs (para. 128).
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ALINORM 08/31/23

INTRODUCTION

1) The Codex Committee on Methods of Analysis and Sampling held its Twenty-ninth Session in
Budapest, Hungary, from 10 to 14 March 2008, by courtesy of the Government of Hungary. The Session was
chaired by Professor Péter Biacs, Professor at the Corvinus University of Budapest. Professor Pal Molnar,
Department of Food Science of the University of Szeged, acted as the Vice-Chairperson. The Session was
attended by 159 delegates and observers representing 59 Member Countries, one Member Organisation (EC)
and 8 international organizations.

OPENING OF THE SESSION

2) The Session was welcomed by Ms. Agnes Szegedyné Fricz, Deputy Head of the Food Safety Chain,
Animal and Plant Health Department, Ministry of Agriculture and Regional Development, who expressed
the honour of Hungary to host this important committee and recalled the active involvement of Hungary in
Codex work throughout the years. She noted the importance of the work of Codex in order to ensure
consumer protection in view of its recognition in terms of the WTO Agreements. She highlighted the
importance of the need for reliable methods of analysis and sampling and of their harmonization to ensure
effective food safety control and wished delegates a fruitful meeting.

ADOPTION OF THE AGENDA (Agenda Item 1)*

3) The Delegation of the European Community presented CRD 3 on the division of competence
between the European Community and its Member States according to Rule of Procedure 1.5 of the Rules of
Procedure of the Codex Alimentarius Commission.

4) The Committee agreed with the proposal of the Delegation of Sweden to delete Agenda Item 10, the
Discussion paper on the reliability of published analytical data, noting that the discussion paper had not been
prepared and that work was continuing in this regard in other fora and with this amendment adopted the
Provisional Agenda as the Agenda for the Session.

5) The Committee agreed with the proposal of the Delegation of the European Community to convene
an in-session working group working in English, French and Spanish under the chairmanship of the
Netherlands, open to all interested members and observers, to consider Agenda Item 3(b), the Draft
Guidelines for Settling Disputes over Analytical (Test) Results, in order to consider all comments received
and to make proposals to facilitate discussion in the plenary session.

MATTERS REFERRED BY THE CODEX ALIMENTARIUS COMMISSION AND OTHER
CODEX COMMITTEES (Agenda Item 2)?

6) The Committee noted that some matters would be discussed under the relevant agenda items and
made the following observations as follows:

Strategic Plan 2008-2013

7 The Committee noted that Activities 1.4, 2.5, 3.3, 4.1, 5.5 and 5.6 of the Strategic Plan 2008-2013
were of specific relevance to the Committee.

8) The Committee further noted the observations of the Delegation of the European Community as
expressed in CRD 186, in particular that:

- inrelation to activity 1.4, it supported the development and maintenance of Codex standards listing
available methods of analysis and sampling under the responsibility of a dedicated committee;

- inrelation to activity 2.5, it noted the concerns raised as regards the financial resources devoted by
FAO and WHO to the provision for scientific advice, and that the process for the provision of

! CXIMAS 08/29/1
2 CX/MAS 08/29/2, CRD 5 (comments of CFS), CRD 14 (comments of Thailand) CRD 16 (Comments of
European Community)



scientific advice was to be rationalized and in this regard welcomed the Global Initiative for Food-
related Scientific Advice (GIFSA);

- in relation to activity 3.3, it was in favour of the development of priority-setting criteria and the
recourse to an efficient mechanism to prioritise the list of proposals for new work while recognizing
that part of the activities of CCMAS was dependant on the work of other committees.

Draft Guidelines for the Inspection and Certification of Fresh Fruits and Vegetables for Conformity to
Quality Standards

9) The Committee considered the sections on sampling in the draft guidelines and noted that procedures
were written for inspection of complete lots at the border of the importing country and proposed that
procedures should provide for flexibility especially to allow for, amongst others, inspection in the exporting
country; in-line inspections and inspections after distribution in the importing country after lots had been
broken down. The Committee also recommended that flexibility should be provided for sampling rates
taking into account that homogeneity of sampling lots or consistent performance required fewer samples to
be inspected.

10)  The Committee further recommended that the Committee on Fresh Fruit and Vegetables should take
into account the OECD Scheme for the Application of International Standards for Fruits and Vegetables in
order to avoid contradictions and duplication of work.

Standard for Sugars: Method for Determination of Colour in Plantation and Mill White Sugar

11)  The Committee considered the recommendations of the Committee on Sugars for the methods for
determination of colour in plantation and mill white sugar as requested by the Commission.

12)  The Delegation of Brazil proposed that Method GS2/3-9 should be included as an alternative method
for determination of colour since the principle of the method was similar to Method GS9/1/2/3-8, was
equivalent and was widely used. The Delegation of the EC was of the opinion that the recommendations of
the CCS should be supported. The Delegation of the United Kingdom informed the Committee that the
International Commission for Uniform Methods of Sugar Analysis (ICUMSA) under the chairmanship of a
representative of British Sugar, UK , would be discussing this matter at its next meeting in October 2008 and
proposed that the Committee should request an information paper from ICUMSA on its decisions regarding
the methods for sugar before further consideration of the methods. In addition, the Delegation of the United
Kingdom proposed that the Committee should request that ICUMSA should reconsider the numbering of its
methods since the current numbering system was confusing to those not familiar with the analysis of sugar.

13) In view of the discussion, the Committee agreed to postpone consideration and endorsement of the
methods for determination of colour in sugar to its next session pending inputs from ICUMSA.

Methods of Analysis for Dioxins

14)  The Committee noted the reply from the Committee on Contaminants in Foods with regard to the
questions posed by the 27" session of the Committee as presented in Annex 2 of CX/MAS 08/29/2 and
considered whether the Committee should proceed with the development of methods for dioxins and dioxin-
like PCBs or to apply the criteria approach for the determination of dioxins and dioxin-like PCBs. The
Committee agreed to discuss the approach to the methods for dioxins and dioxin-like PCBs under Agenda
Item 11 “Other Business and Future Work”.

Discussion Paper on Sampling Plans for Milk Products in Presence of Significant Measurement Error

15)  The Committee noted the request from the Committee on Milk and Milk Products to consider
whether assessment of conformity to specifications for milk and milk products and possibly other products in
the presence of significant measurement error could be dealt with in a horizontal manner by this Committee.
The Delegation of the EC, supported by the Delegation of New Zealand, was in favour of taking a horizontal
approach and noted that this matter could be addressed by the ongoing work on measurement uncertainty and
uncertainty of sampling. The Committee therefore agreed to consider this matter further under Agenda
Item 7.



CRITERIA FOR EVALUATING ACCEPTABLE METHODS OF ANALYSIS

DRAFT GUIDELINES FOR EVALUATING ACCEPTABLE METHODS OF ANALYSIS (Agenda
Item 3a)®

16)  The Committee recalled that its last session had agreed to suspend further development of the draft
Guidelines and to retain them at Step 7 until publication of papers in scientific journals.

17)  The Delegation of New Zealand introduced the item and informed the Committee on the progress of
the three papers for publication.

18)  The Committee noted that the first paper entitled “Allowing for imprecision in experimental
estimates of measurement uncertainty” had been completed and submitted to the Journal of Quality
Technology for publication. The Committee further noted that the other two papers, “Allowing for
imprecision in experimental estimates of measurement uncertainty” and “Calculating upper confidence limits
for the between-laboratories standard deviation and associated measures of precision” required revision
before submission for publication. The Committee agreed that matter should be reconsidered by the next
session of the Committee pending the publication of the papers and that the Delegation of New Zealand
could do a presentation on the possible technical material for inclusion in the Draft Guidelines.

Status of the Draft Guidelines for Evaluating Acceptable Methods of Analysis

19)  The Committee agreed to retain the draft Guidelines at Step 7 until publication of the three papers in
scientific journals.

DRAFT GUIDELINES FOR SETTLING DISPUTES OVER ANALYTICAL (TEST) RESULTS
(Agenda Item 3b)*

20)  The Committee recalled the decision of its last session to circulate the draft Guidelines for comments
at Step 6 and consideration by this session. The Committee further recalled the decision to establish an in-
session working group to consider all comments and prepare a revised draft for discussion by the plenary
(see Agenda Item 1).

21)  The Delegation of the Netherlands as lead of the in-session working group introduced the revised
Draft Guidelines as presented in CRD 19 and informed the Committee that the draft had been considerably
amended to accommodate the comments received and to reflect discussion in the in-session working group.
The Delegation encouraged the Committee to consider the document with the view of forwarding it for
adoption by the 31% Session of the Commission.

General Discussion

22) Several delegations noted that the document had been considerably changed from the previous
version and that in view of the short time to thoroughly consider the revised version it could not be sent for
final adoption, but should be re-circulated for comments at Step 6. The Delegation of Germany speaking on
behalf of the EC member states present at the meeting was of the view that the document was a much
simpler, clearer and understandable document and should be considered and finalized at the Session.

23) Some delegations highlighted the need to stipulate a time-line for settling of disputes since
consignments incorrectly stored could lose their integrity and pose a risk to consumers and would no longer
reflect the same conditions as the reserve sample on which a dispute could be settled.

24) Following the general discussion, the Committee considered the document as presented in CRD 19
section by section and made the following amendments and comments.

Scope

25)  The Delegation of Kenya, supported by some other delegations, proposed to amend the second
sentence in the third paragraph to indicate that the procedure examines the validity of results not only in the

3 CX/MAS 08/29/3, CRD 8 (comments of Kenya), CRD 16 (comments of EC)

4 ALINORM 07/30/23, Appendix 1V, CX/MAS 08/29/4 (comments of Argentina, Australia, Brazil, EC, New
Zealand), CRD 8 (comments of Kenya), CRD 9 (comments of Cuba), CRD 15 (comments of Chile), CRD 19
(report of in-session working group), CRD 23 (report of in-session working group),
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importing country since results of the exporting country could also be used. It was clarified that compliance
was at the point of entry in the importing country and that it was at this point that non-compliance could be
disputed. The Committee therefore agreed to retain the sentence unchanged. In view of this decision, the
Delegation of Japan expressed the view that more explanation was needed particularly when it was alleged
that non-compliance had occurred.

26)  The Committee did not agree to a proposal to indicate that the procedures to resolve disputes were
voluntary, recognising that all Codex texts were voluntary in nature and that it was up to governments to
apply the guidelines and that the document clearly indicated that the procedures should be followed if there
were agreement between the importing and exporting countries.

Prerequisites

27)  The Delegation of the Netherlands explained that the previous session of the Committee had agreed
upon two prerequisites, but that three additional prerequisites had been added by the in-session working

group.

28)  To the request from the Delegation of Cuba that the pre-requisites should include the reproducibility
limit since it was included in Section 3 Analysing Reserve Samples, it was clarified that the section on pre-
requisites gave conditions under which the procedures should be followed and that the inclusion of the
reproducibility limit was not applicable in this section.

29)  The Committee agreed to include as a pre-requisite the need for both countries to agree on using the
guideline to clarify that these guidelines would only apply if both countries agreed to their use.

New Section

30) The Committee agreed to re-insert section 4 of the original document® as section 3 to allow for
flexibility in the settlement of disputes, recognising that disputes could be settled without further analysis,
but also through the revision of results and procedures between the laboratories of the importing and
exporting countries.

Analysing Reserve Samples

31)  The Committee agreed to amend the first paragraph to indicate that agreement should be between
competent authorities on analysis of reserve samples and to insert a footnote regarding the timeline to
indicate that disputes should be resolved within the shortest possible time so as to avoid adversely affecting
the quality of the commodity during storage.

Annex

32) Some delegations were of the opinion that the Annex should be deleted, noting that measurement
uncertainty of the results was of relevance and that reproducibility and repeatability were not applicable and
their inclusion could be confusing to users of the guidelines. The Delegation of New Zealand indicated that
the current equations had been taken from ISO 5725-3, but that the Annex could be rewritten in terms of
measurement uncertainty. The Delegation of the United Kingdom, supported by the Observer from BIPM,
also noted that an ISO guideline was available and that there was no need to reproduce these guidelines in
the document. The Committee however agreed to request the Delegation of New Zealand to revise the Annex
in terms of measurement uncertainty and to remove references to reproducibility and repeatability and as a
consequence deleted the reference to reproducibility in section 3 (new section 4) Analysing Reserve
Samples.

33)  The Committee considered the revised Annex as presented in CRD 23. The Delegation of Germany
expressed the view that only the first formula should be included in the Annex. The Delegation of New
Zealand clarified that the Annex needed to cover also the situation where more than one test was done using
several reserve samples. The Committee agreed to retain the Annex as proposed for future discussion.

5 ALINORM 07/30/23, Appendix IV



Status of the Draft Guidelines for Settling Disputes over Analytical (Test) Results

34)  The Committee agreed to return the Draft Guidelines, as amended at the present session, to Step 6 for
further comments and consideration at the next session (see Appendix V) with a view to its finalization by
that session.

PROPOSED DRAFT GUIDELINES ON ANALYTICAL TERMINOLOGY FOR CODEX USE®
(Agenda Item 4)

35)  The Committee recalled that its last session had agreed to return the Proposed Draft Guidelines to
Step 3 for comments and redrafting by an electronic working group led by the United States in the light of
the comments received. The Delegation of the United States informed the Committee that all definitions
from international standard development organizations (SDO) under revision were harmonizable, as
ISO/IEC Guide 99, International VVocabulary of Metrology-Basic and General Terms (VIM) had reached the
final publication stage. The list of definitions, as presented in Appendix | of the working document, had been
redrafted taking into account international harmonization work and the comments received. The Delegation
indicated that some additional definitions suggested for Codex use were added to the list in Appendix Il for
further consideration by the Committee because they either were not included in CL 2007/10-MAS, could
not be found in other international sources or represented substantial modifications of current Procedural
Manual definitions. Throughout this item reference is made to Appendix I or 1l of the working document.

36)  The Committee expressed its thanks to the Delegation of the United States and to the working group
for their excellent work on the revision of the definitions. It was agreed to consider first the definitions in
Appendix Il in order to decide whether they should be integrated into Appendix | with a view to their
finalisation, deleted or retained for further consideration.

37)  The Delegation of the United States proposed to replace the definitions in Appendix I for Limit of
Detection and Limit of Quantification and consider replacing them with the terms Critical Value, Detection
Limit and Quantification Limit in Appendix Il as the current definitions in the Procedural Manual were not
updated or harmonized internationally and as the current definition of Limit of Detection represents an
incorrectly stated definition of the term “critical value”.

38) Some delegations expressed the view that it might be premature to amend definitions that were
widely used by analysts, such as limit of detection and limit of quantification, and it was also proposed to
retain the current and new terms as alternatives. After some discussion, the Committee agreed to replace the
current definitions of Limit of Detection and Limit of Quantification with the new definitions of Critical
Value, Detection Limit (Limit of Detection) and Quantification Limit (Limit of Quantification) proposed in
Appendix 11, and made a number of corrections to the relevant definitions as proposed in CRD 12.

39)  The Committee also deleted the definitions of Alpha Error, Beta Error, Decision Limit and Decision
Capability as no internationally harmonised definitions existed for these terms. The Committee noted that
there was no separate definition of Expectation as it was covered under Bias. The definition of Bias in
Appendix Il was deleted as it was agreed to use the ISO definition included in Appendix 1. The Committee
transferred the other definitions in Appendix 1l to Appendix I.

40)  As regards accuracy, some delegations pointed out that the link between accuracy, precision and
trueness should be clarified and proposed that *“accuracy” should be defined in terms of precision and
trueness, as related to a reference value. Other delegations noted that the three current definitions were clear
and should be retained. The Committee considered whether to amend the current Note, but agreed that the
ISO definition should not be changed and therefore agreed to insert a footnote to clarify that “when applied
to a test method, the term accuracy refers to a combination of trueness and precision”.

41)  The Committee agreed to use the definition of “applicability” in Appendix Il and to delete the term
“practicability” as it could not be used as an alternative term.

6 CX/MS 08/29/5, CX/MS 08/29/5-Add.1 (comments of Australia, Brazil, New Zealand, Argentina, Japan),
CRD 8 (comments of Kenya), CRD 11 (comments of ISO), CRD 12 (comments of the United States), CRD 16
(comments of the EC)
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42)  The Delegation of Argentina proposed to amend Note 2 to Limit of Detection (LOD) to delete the
specific reference to PCR methods and to refer generally to all cases where the blank value is not normally
distributed, and did not consider it appropriate to include examples of specific methods in the final version.
The Committee noted that the definition including specific provisions on the PCR method had been deleted
and that in the new version (from Appendix I1) these methods were mentioned only as an example.

43)  The Delegation of the Czech Republic proposed to delete the definition of Empirical Method as it
was not currently defined in the Procedural Manual or used in Codex and could create confusion as it was
very similar to the Type | (defining method). The Committee recognized that two different terms existed to
describe the same type of methods and agreed to include Empirical Method in brackets after Defining
Method.

44)  The note to the definition of the HorRat was amended to clarify the application of the Predicted
Relative Standard Deviation (PRSD) calculated by Thompson for very low values of the concentration.

45)  As regards measurement uncertainty, the Committee noted a proposal to delete the last part of the
definition (“based on the information used”) but agreed to retain it as the estimation of measurement
uncertainty for each component depended on the information used.

46)  The definition of Quality Assurance was amended to make it clear that it applied to analytical results
rather than to *“a product or service”.

47)  The Committee discussed the reference to a system of units in the definition of Reference Material
and agreed to delete the last sentence in the second paragraph of the Notes as it was only an example,
although it was noted that this was part of the VIM definition.

48)  As regards Relative Uncertainty, the Delegation of Japan proposed either to define "uncertainty” or
to refer to "relative measurement uncertainty”. The Delegation of Finland pointed out that this definition was
outdated as current terminology referred to measurement uncertainty and the Committee agreed to delete the
definition.

49)  The Delegation of Egypt proposed to separate the definitions of reproducibility and repeatability and
to specify the difference between intra-laboratory and inter-laboratory conditions, and referred to the relevant
EURACHEM definition. The Committee also considered the proposal to include a definition of intermediate
reproducibility as defined by ISO.

50)  The Delegation of the United States proposed to add a new note to the definition of precision to
clarify the intermediate conditions between repeatability and reproducibility when one or more factors within
a laboratory are allowed to vary under specified circumstances and to indicate that precision is normally
expressed in terms of standard deviation, with the relevant reference to ISO Standard 5725-3. The
Committee agreed with this proposal.

Status of the Proposed Draft Guidelines for Analytical Terminology

51)  The Committee, recognizing that substantial progress had been made on the revision of the
definitions, agreed to advance the Proposed Draft Guidelines for adoption at Step 5 by the 31* Session of the
Codex Alimentarius Commission (see Appendix V).

ENDORSEMENT OF METHODS OF ANALYSIS PROVISIONS IN CODEX STANDARDS
(Agenda Item 5a)’

52)  The report of the ad hoc Working Group on Endorsement of Methods of Analysis (CRD 1) was
presented by its Chair, Dr Roger Wood (United Kingdom). The Committee considered the methods proposed
for endorsement and in addition to editorial changes made the following amendments and comments.

! CX/MAS08/29/6, CRD 1 (Report of the Working Group on Endorsement of Methods of Analysis and
Sampling); CRD 6 (comments of IDF); CRD 10 (comments of Republic of Korea)



FAO/WHO Coordinating Committee for the Near East
Standard for Humus with Tehena and Standard for Tehena

Determination of fat content

53)  The Committee considered the proposal to use Soxhlet extraction followed by gas chromatography to
determine the tehena origin of the fat content in humus with tehena, and similarly to determine the sesame oil
origin of the fat content in tehena. It noted that this would not be technically feasible as a mixture of oils
might have the same fatty acid profile as sesame seed oil, when analysed with the methods for the
determination of fatty acid ranges, I1SO 5508: 1995 and ISO 5509: 2000. The Committee therefore agreed to
request clarification from the Coordinating Committee for the Near East (CCNEA) on the method to be used
for the determination of tehena and sesame seed oil origin, respectively. The Committee also recommended
that CCNEA consider the relevant 1ISO methods used for fat determination in fat or cereal products noting
that the proposed method, 1SO 6983:1997, was incorrect.

Sampling plans

54)  The Committee agreed with the recommendation to delete reference to the General Guidelines on
Sampling and recommended that CCNEA consider development of specific sampling plans for the products
covered by the Standards for Humus with Tehena, Tehena and Foul Medames.

Codex Committee on Nutrition and Foods for Special Dietary Uses
Standard for Infant Formula and Formulas for Special Medical Purposes Intended for Infants

55)  The Committee noted the replies by the Committee on Nutrition and Foods for Special Dietary Uses
(CCNFSDU) and agreed to delete methods for dietary fibre and PER. While agreeing to the request from
CCNFSDU to delete the methods for dietary fibre, the Committee noted out that a method for dietary fibre
was necessary to calculate total energy and agreed to request the CCNFSDU to reconsider inclusion of
methods for dietary fibre.

56)  The Committee endorsed the ISO and IDF method for sodium and potassium as Type Il and the
AOAC 984.27 method as Type Il and agreed to replace the current method for crude protein with AOAC
991.20 or ISO 8968-1/2:2001|IDF 20-1/2:2001 with a footnote on the use of the appropriate conversion
factors as proposed by the CCNFSDU.

FAO/WHO Coordinating Committee for Asia
Draft Standard for Ginseng Product

57)  The Committee agreed with the recommendation to endorse all methods for ginseng products as
Type 1V in view of the need for further method performance studies. The Committee acknowledged the work
carried out by the Republic of Korea and encouraged the Republic of Korea to publish the methods currently
being validated.

Codex Committee on Milk and Milk Products

Determination of sucrose

58)  To the request for clarification on whether the proposed method for the determination of sucrose in
blends of sweetened condensed skimmed milk and vegetable fat was appropriate for this product, the
Observer from IDF confirmed that the method was applicable to sweetened condensed milk of normal
composition prepared from whole, partially skimmed or skimmed milk and sucrose only and containing no
altered sucrose, but was of the view that the method was applicable although the scope of the method did not
include the type of product under consideration. The Committee therefore agreed to endorse the method as
proposed.

Determination of natamycin

59)  The Committee noted that two methods had been proposed for the determination of natamycin and
agreed to request the CCMMP to clarify which of the two methods should be used as the reference method.



Determination of milk fat in cottage cheese

60)  Noting that the methods used for the determination of milk fat in cottage cheese depended on the
lactose concentration of the cottage cheese, the Observer from IDF clarified that the Weibull-Berntrop
method could be used for all cottage cheese regardless of the composition of the cheese, but that the Schmid-
Bondzynski-Ratzlaff method was used for determination of milk fat in cottage cheese with less than 5%
lactose.

Peroxide value

61)  The Committee noting that the method for determination of peroxide value in milk fat was an
empirical method, agreed to endorse this method as a Type | method rather than Type 11 as proposed.

General Issues — safety concerns of methods

62)  The Committee had a brief discussion on the approach to be taken with regard to health and safety
concerns of methods. The Chairperson of the Working Group on Endorsement of Methods pointed out that
laboratory workers should work in an accredited environment and that regard should be given to use of
methods by laboratories. The Delegation of the Netherlands, while supporting the view of the chairperson,
further emphasized that Codex committees should also take into account safety and sustainability when
proposing methods for inclusion in standards. The Committee agreed that, although safety should be taken
into account when considering methods for endorsement, it should not affect endorsement of methods and
that if there was a choice between different methods, the safer option should be given preference. The
Committee further noted that concerns of health and safety should be addressed through good laboratory
practice and that standards development bodies should continue to take into account these factors when
developing new methods.

63)  The Committee expressed its appreciation to Dr Wood and to the Working Group for their excellent
work and agreed that the Working Group would be reconvened prior to the next Session. The status of
endorsement of methods of analysis is presented in Appendix I11.

CONVERSION OF METHODS FOR TRACE ELEMENTS INTO CRITERIA®
(Agenda Item 5b)

64)  The Committee recalled that its last session had considered a discussion paper on the conversion of
methods for trace elements into criteria and had agreed that it would be redrafted by the Delegation of
Sweden, with the assistance of Norway and NMKL and interested members and observers. The Delegation
of Sweden pointed out that the title of the document was changed to “Guidelines on Establishing Methods
Criteria for the Identification of Relevant Analytical Methods” as the focus was not on the conversion of
methods but on the development of criteria on the basis of the specification for the commodity concerned.

65)  The Observer from NMKL presented the document and pointed out that the criteria approach would
allow analysts to select adequate methods of analysis, and would also be useful to the Committee when
considering the methods submitted for endorsement. In Section 1, it was proposed to amend the section in
the Procedural Manual on the working instructions for the implementation of the criteria approach, including
a table of numerical values for the minimum applicable range, LOD, LOQ, precision, recovery and trueness,
according to the value of the maximum level. Section 2 included more detailed guidelines for establishing
methods criteria for the identification of relevant analytical methods, with a step by step procedure to decide
on the applicability of the method. Section 3 suggested appropriate criteria for heavy metals and complying
methods, including a review of current methods for heavy metals according to the criteria.

66) The Committee expressed its appreciation to Sweden and NMKL for the preparation of this
comprehensive and excellent document on complex questions. The Committee had a general discussion on
the application of the criteria approach and its possible implications for the work of the Committee and the
use of methods for the purpose of food control at the national level.

8 CX/MS 08/29/7, CRD 7 (comments of Japan), CRD 16 (comments of the EC), CRD 20 (revised version of
Section 1)
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67)  The Delegation of New Zealand stressed the need for a scientific approach to the evaluation of

methods of analysis and recalled that the scientific papers currently under development took a different
approach to that proposed in the document. The Delegation indicated that further consideration should be
given to the proximity of the result to the maximum limit, the high levels of measurement uncertainty in the
estimated characteristics of the method, and the risk of excluding methods that were applicable for the
provision concerned. The Delegation also expressed the view that the scope of the criteria should not be
expanded beyond the determination of trace elements.

68)  The Delegation of the United Kingdom recalled that the criteria approach had already been adopted
and that the purpose of the document was to provide instructions on its practical applications and to quantify
acceptable ranges for particular criteria, which would allow the Committee to assess individual methods
against a set of specific criteria, which had not been possible so far. The Delegation noted that this approach
was also taken by standard developing organizations and that alternative approaches were not likely to be
available in the near future.

69)  The Delegation of Australia proposed to consider the application of the criteria to methods which
were not collaboratively tested, and especially for pesticide and veterinary drugs residue analysis.

70)  The Observer from IDF pointed out that the criteria approach should take into account the risk to the
producer and to the consumer, the implications of the use of alternative methods and the fitness for purpose
of the method.

71) Several delegations supported the general approach of the document and the revised working
instructions as they provided clear instructions to develop criteria for the methods for trace elements and
facilitate the selection of appropriate methods.

Section 1: Working Instructions for the Implementation of the Criteria Approach

72) Several delegations supported in principle the inclusion of Section 1 in the Procedural Manual as it
would provide useful instructions to the CCMAS and other Codex Committees. The Committee discussed
the text in detail and made the following amendments and comments.

73)  The Committee agreed that the criteria would not replace the relevant methods of analysis for trace
elements but would be specified in conjunction with the method where appropriate, as it would facilitate the
use of the criteria by analysts, and amended the second paragraph in Section 1 accordingly. It was clarified at
the beginning of the paragraph that these provisions applied when a committee decides that a set of criteria
should be developed.

74)  The Committee recognized that methods were not submitted only by commodity committees and
therefore agreed to refer to “Codex committees” or “responsible committees” throughout the document, and
to “standard” instead of “commodity standard.”

75)  As regards the Table, the Committee agreed that the minimum applicable range of the method
depends on the specified level and can be expressed either in terms of the reproducibility standards deviation
or in terms of the LOD and LOQ.

76)  The Delegation of Egypt, supported by other delegations, expressed the view that the precision value
for ML< 0.1 mg/kg RSDg of 44% was too high. The Observer from NMKL indicated that this was based on
the application of the Thompson calculation whereby for concentration below 0.12 ppm the theoretical
relative standard deviation (RSD+g )was 22% and that the RSDg was twice that value. After some discussion,
the Committee agreed to refer to the RSDtr of 22% in the Table.

77)  The Delegation of Japan proposed to delete the figures on recovery in the Table as other calculations
could result in different values. After some discussion, the Committee agreed to retain the current figures and
to indicate that other guidelines are available for expected recovery ranges.

78)  The Committee agreed that for the evaluation of trueness preferably certified reference material
should be used and the sentence relating to z score was deleted.

79)  The Committee agreed to forward the proposed amendment to the Working Instructions for the
Implementation of the Criteria Approach in Codex in Section I, to the 31% Session of the Codex Alimentarius
Commission for adoption and inclusion in the Procedural Manual (see Appendix II).
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Section 11

80) The Committee did not consider the section in detail at this stage and agreed that an electronic
working group coordinated by Sweden, with the assistance of NMKL, would redraft Section Il in the light of
the decisions of the current session on Section | in order to provide guidelines for establishing method
criteria for inclusion in the Procedural Manual, for consideration at the next session.

Section 111

81) In Table 1 on the review of methods for trace elements, the Committee noted the comments of the
Delegation of Belgium that the method for mercury in fish should be deleted as it was not validated for fish
and the comments of the Delegation of Algeria that the method for tin in canned food should be updated. The
Committee however could not consider the Table in detail at this stage and agreed that further consideration
should be given to these methods in the framework of the endorsement process.

82)  The Committee agreed to amend the endorsement status of some methods that did not meet the
current criteria for endorsement and were not applicable to the commodities concerned, as follows.

83)  The Committee agreed that the methods for the determination of lead, arsenic, cadmium and mercury
in salt (ESPA/CN E/108-1994 105 to 108) should be classified as Type IV instead of the current Type Il as
the collaborative studies for these methods were tested on levels below the LOD and demonstrated poor
precision.

84)  The Committee agreed that the endorsement of AOAC 986.15 as Type |11 should be withdrawn in the
following cases: cadmium in mineral water as the detection limit (0.05 mg/kg) is higher than the specified
Codex ML (0.003 mg/kg); lead in milk as the RSDr= 106% for the lowest assessed level of 0.03 mg/kg,
which is above the ML for milk (0.02 mg/kg); and lead in fruit juices as the method shows poor precision
around the ML. It was noted that this change applied only to these specific commodities as the method was
endorsed as a Codex General Method.

85)  The Committee confirmed the applicability of the ISO method for mercury in natural mineral waters
as Type Il and updated the reference to 1SO 5666-3:1999.

Status of the Guidelines on Establishing Methods Criteria for the Identification of Relevant Analytical
Methods

86)  The Committee agreed to forward the proposed amendment to the Procedural Manual in Section 1, as
amended at the session, to the 31% Session of the Codex Alimentarius Commission for adoption and
inclusion in the Procedural Manual (see Appendix Il); to consider further the proposed Guidelines in Section
Il at its next session with a view to their inclusion in the Procedural Manual; to consider Section Il in the
framework of the endorsement of methods of analysis; and to forward the changes in endorsement status of
several methods for adoption by the Commission (see Appendix I11).

CRITERIA FOR THE METHODS FOR THE DETECTION AND IDENTIFICATION OF FOODS
DERIVED FROM BIOTECHNOLOGY (Agenda Item 6)°

87)  The Committee recalled that its last session had agreed that an electronic working group led by the
Delegations of Germany and the United Kingdom would revise the document discussed at that session and in
addition would give consideration to the development of guidelines for governments and would prepare a
project document as a proposal for new work.

88)  The Delegation of Germany, also speaking on behalf of the Delegation of the United Kingdom, as the
lead of the electronic working group, introduced the document and informed the committee that the
document had been revised taking into consideration comments received, that changes made were not too
substantial and that the structure had been maintained. The Delegation also reminded the committee that the
ad hoc Task Force on Foods Derived from Biotechnology had encouraged the Committee to proceed with
work in this regard. The Delegation, referring to the Principles for the Risk Analysis of Foods Derived from

o CX/MAS 08/29/8, CRD 4 (comments of Argentina), CRD 13 (comments of United States), CRD 17
(comments of Republic of Korea), CRD 21 (Project document)
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Modern Biotechnology (CAC/CL 44-2003), further indicated that for post market monitoring of foodstuffs
derived from biotechnology specific risk management tools such as analytical methods were needed and
recommended that the Committee consider new work on guidelines as presented in the project document in
CRD 21.

89)  The Delegation of Argentina, referring to its comments in CRD 4, indicated the need to proceed with
caution when developing criteria for methods since reference materials and proficiency testing were
necessary for this approach but were not always available.

90)  The Delegation of the United States, supported by the Delegation of Australia, referring to its
comments in CRD 13, expressed the view that there was no clearly defined need in Codex for methods as no
provisions existed and that development of methods were not in line with Codex strategic objectives, in
particular as 1SO had active work in this area and such work in the Committee could lead to duplication. The
Delegation proposed to forward the paper to FAO who could convene an expert consultation to use the paper
as a basis for a guidance document for Governments. The Delegation further stated that only once specific
provisions requiring detection and identification of foods derived from biotechnology had been established in
Codex, development of guidelines should be considered.

91)  The Delegation of the EC expressed support for new work as presented in CRD 21 emphasizing that
the development of guidelines was essential for future work of Codex, that it would be useful to have
methods to assess the foodstuffs entering the market to ensure fair practices in the food trade, and that this
was important work particularly for developing countries.

92) In noting the clarification by the Secretariat that since the proposal for new work was guidance for
governments, reference to Codex committees in the section on assessment against the criteria for the
establishment of work priorities should be deleted, the Committee agreed to revise the project document
accordingly.

93) In view of the discussion, the Committee agreed to the proposal for new work and agreed to submit
the revised project document, as amended in paragraph 92, to the 31% Session of the Commission for
approval as new work, as part of the working document including all proposals for new work. Subject to the
decision of the Commission, the Proposed Draft Guidelines as presented in the working document (CX/MAS
08/29/8) would be circulated at Step 3 for comments and consideration by the next session of the Committee.
The Delegations of the United States, Australia and New Zealand expressed their opposition to this decision
to undertake new work.

GUIDANCE ON MEASUREMENT UNCERTAINTY AND UNCERTAINTY OF SAMPLING
(Agenda Item 7)%°

MEASUREMENT UNCERTAINTY

94)  The Committee recalled that, when adopting the text on “The Use of Analytical Results: Sampling
Plans, Relationship between the Analytical Results, the Measurement Uncertainty, Recovery Factors and
Provisions in Codex Standards” the Commission had referred to the CCMAS the request made by some
delegations for further guidance in order to address measurement uncertainty. The Committee had
considered at its 28" Session a discussion paper prepared by the Delegation of the United Kingdom on this
subject and had agreed that the paper would be revised by an electronic working group for further
consideration by the 29" Session.

95)  The Delegation of the United Kingdom indicated that the paper had been revised in the light of the
comments received in order to provide explanatory notes to the current Guidelines on Measurement
Uncertainty (CAC/GL 54-2004), which addressed the relationship between measurement uncertainty (MU),
the analytical result and the method used to obtain the result; the use of measurement uncertainty and
definition of a dispute situation; the procedures for estimating measurement uncertainty; and relevant
considerations to be taken into account in the process. The Delegation pointed out that the values of
measurement uncertainty estimations were intended to give an indication to laboratories of the uncertainty
that could be expected for a range of acceptable concentrations.

10 CX/IMAS 08/29/9, CX/MAS 08/29/9-Add.1, CRD 18 ( examples of uncertainty of sampling to be read in
conjunction with CX/MAS 08/29/9-Add.1), CRD 15 (comments of Chile), CRD 22 (project document)
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96)  Several delegations supported further work on the development of the document as an amendment to
the current Guidelines and the Committee had a general discussion on the type of guidance that should be
provided.

97)  The Delegation of Australia, supported by other delegations, expressed the view that under section 6.
Use of Measurement Uncertainty and Definition of a Dispute Situation, the last paragraph was too
prescriptive as it required that for the purpose of export the “certificated value” obtained by the
producer/exporter must have the uncertainty of the result added to it, and for that value to be below the
specification. The Delegation proposed that this should be left to the exporter to decide and that the decision
should be based on risk. The Delegation of the United Kingdom clarified that producers or exporters
should be aware that this was an objective requirement in order to avoid disputes but that they could always
decide to apply it or not in view of the circumstances.

98)  The Delegation of Chile indicated that its written comments in CRD 15 provided additional
definitions and explanations of the different components of uncertainty and suggested how to consider these
aspects for a better understanding of the document.

99)  The Delegation of New Zealand expressed the view that the Committee should proceed with caution
before establishing new guidance or procedures on measurement uncertainty in order to avoid conflicting
requirements, as relevant provisions already existed in the General Guidelines on Sampling (CAC/GL 50-
2004) and the Guidelines on Estimation of Uncertainty of Results (CAC/GL 59-2006) in the area of pesticide
residue analysis.

100) The Observer from BIPM, referring to its written comments, proposed several amendments and in
particular updating the definitions according to the latest version of the ISO Guides 98 and 99; clarifying that
the use of reproducibility obtained from collaborative studies is insufficient to assess measurement
uncertainty; and that metrological traceability should be considered as an additional factor along with bias,
matrix effect and competence of laboratory under Section 3 of Annex lla.

101) The Committee noted that, although the initial intention of the working document was to provide
additional guidance to the current Guidelines on Measurement Uncertainty (CAC/GL 54-2004), the main
body of the Guidelines may also need to be updated as appropriate. The Committee therefore agreed to
propose new work on the development of guidance on measurement uncertainty, through the addition of
explanatory notes to the Guidelines, and updating of the current Guidelines as necessary. The Committee
considered the project document presented in CRD 22, deleted the second sentence under Assessment
against the Criteria (page 2) as it was not clear, and agreed that it provided all the information required to
justify the proposal for new work and would be forwarded to the Commission as part of the working
document including all proposals for new work. The Committee also recalled that the revision of the
Guidelines would address the direct request of the 26™ Session of the Commission to the Committee
concerning the development of further guidance on measurement uncertainty (ALINORM 06/29/41,
para.34).

102) The Committee agreed that, subject to the approval of the Commission, the Delegation of the United
Kingdom, with the assistance of an electronic working group open to all members and observers and
working in English, would prepare a Proposed Draft Revision of the Guidelines for comments at Step 3 and
consideration by the next session.

GUIDANCE ON UNCERTAINTY FROM SAMPLING

103) The Committee recalled that its last session had been informed of the latest developments concerning
uncertainty from sampling at the international level and, recognizing the importance of addressing this
subject in the framework of Codex, had agreed that the Delegation of the United Kingdom would prepare a
document addressing this question in conjunction with sampling uncertainty.

104) The Delegation of the United Kingdom indicated that the following guides had been published since
the last session: EURACHEM/EUROLAB/CITAC/Nordtest Guide on the Estimation of Measurement
Uncertainty Arising from Sampling; and Nordtest handbook for sampling planners on sampling
quality assurance and uncertainty estimation Uncertainty from sampling (Based upon the
EURACHEM international guide estimation of measurement uncertainty arising from sampling). It was
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noted that The Nordtest Guide is intended to be rather more practical than the procedures outlined in the
EURACHEM Guide.

105) The Delegation stressed the importance of addressing sampling uncertainty in Codex in view of the
publication of these guides, and indicated that the document considered methods of estimating uncertainty,
using real case studies as examples (CRD 18), addressed the role of measurement uncertainty in the decision
making process and the assessment of fitness for purpose. The second part of the document examined
whether global fitness for purpose criteria could be set for sampling uncertainty.

106) The Delegation of Hungary pointed out that the estimation of sampling uncertainty depended on the
portion of the sample on which the analysis applied, for example in the case of MRLs, and that the
establishment of fitness for purpose criteria should be further clarified.

107) The Delegation of Australia supported further work in this area and pointed out that the estimation of
sampling uncertainty would depend on how compliance was defined, either on the average concentration of
the lot or against a maximum value in a sample.

108) The Committee recognized that at this stage it was premature to undertake new work but that this
guestion should kept under consideration and therefore agreed that the Delegation of the United Kingdom,
with the assistance of an electronic working group, would revise the discussion paper for consideration by
the next session.

Committee on Milk and Milk Products

109) The Committee considered the question from the Committee on Milk and Milk Products concerning
conformity assessment in the presence of significant measurement error (see Agenda Item 2). The
Committee agreed that this could be considered in conjunction with the general approach to uncertainty of
sampling. The Delegation of New Zealand pointed out that the General Guidelines on Sampling did not
address this issue and recalled that the document presented to the CCMMP made specific proposals. The
Committee welcomed the offer of the Delegation of New Zealand to prepare a discussion paper clearly
outlining the problem and indicating how it could be addressed in a horizontal manner.

REPORT OF AN INTER-AGENCY MEETING ON METHODS OF ANALYSIS AND SAMPLING
(Agenda Item 8)*

110) The Secretary of the Inter-Agency Meeting, Dr Richard Cantrill (AOCS), introduced the report of the
20th 1AM presented in CRD 2. In noting that several outputs of this report (criteria approach; harmonization
of analytical terminology; measurement uncertainty and editorial corrections to method references) had been
considered under earlier agenda items or at the Working Group on Endorsement of Methods and Analysis
and Sampling, he highlighted the following important issues discussed at the IAM.

111)  Dr Cantrill informed the Committee that the IAM was willing to develop position papers for CCMAS
on the implementation of a hierarchical method selection process and on how Standards Development
Organisations’ view and use the criteria if such guidance was needed by the Committee on the use of the
criteria approach.

112) It was reported that IAM would encourage its members to use the revised guidelines on Analytical
Terminology for Codex Use once finalized.

113) It was reported that 1ISO had started a new initiative on the determination of baseline practices used in
sampling bulk commodities and that IAM proposed to have a workshop on bulk commodity grain sampling.

114) It was reported that little progress had been made since the last meeting of IAM on the recovery
correction in collaborative trials and indicated that the previous results would be made available through the
IAM website (www.aocs.org/meeting/iam).

115) It was reported that the IAM website would continue to include information on the current work
programmes of IAM members and members of the Committee were encouraged to use the website which
served as a useful resource for published standards and other information.

1 CRD 2 (Report of the 20" Meeting of the International Organizations Working in the Field of Methods of
Analysis and Sampling (Inter-Agency Meeting))
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116) The Committee was updated on the European Framework 6 Project MoniQA which in the long
term will form the basis of a global network of food safety and quality experts.

117) The Committee was also informed of the development of guidelines for the validation of qualitative
methods through collaborative trials which was a joint IUPAC/MoniQA cooperation using professional
statisticians; that the EURACHEM and Nordtest Guides on the estimation of sampling uncertainty have been
published and that workshops have or will be held to aid in interpretation and implementation of the guides;
that a recent publication on measurement uncertainty had been reviewed and that it was acknowledged that
the Horwitz equation may not always be an accurate predictor of the performance of a method.

118) The Committee was further informed that upon its request, the workshop on measurement
uncertainty to assist CCMAS delegates with the application of method performance and analytical
uncertainty had been held on 9 March, hosted by 1AM and its sponsoring organizations. The workshop was
attended by 75 delegates from 29 countries, included many presentations from experts in the field, allowed
for ample audience participation and had been a great success. The Chair of the IAM also reported that
should the Committee require similar workshops in future, the IAM and its sponsoring organizations would
be willing to assist in organizing and hosting such workshops. The Committee expressed it appreciation to
the IAM and its sponsors for a successful informative workshop.

119) Finally, the Chair of the 1AM informed the Committee that the AOCS would continue as the
Secretariat of the meeting and that Dr Wood would continue to chair this meeting for another year.

120) In conclusion, the Committee expressed its appreciation to the international organizations
participating in the meeting of the IAM for their contribution to the work of the Committee and to the
Hungarian Food Safety Office for hosting the IAM. It noted that the next IAM would be held on the Friday
prior to the next session of the Committee.

DISCUSSION PAPER ON THE ROLE OF CCMAS WITH RESPECT TO METHODS WITHOUT
SPECIFIC PROVISIONS IN CODEX STANDARDS (Agenda Item 9)*

121) The Committee recalled that its last session had discussed the difficulties experienced in developing
or endorsing methods of analysis when no provisions existed in Codex standards and that it had agreed that
the Delegation of the Netherlands should further develop a discussion paper and to provide evidence of
restrictions with respect to the Committee’s terms of reference for consideration by the next session.

122) The Delegation of the Netherlands introduced the paper and informed the Committee that it had
identified three existing phrases that put limitations on the work of the Committee, i.e. the terms of
reference; the General Criteria for the Selection of Methods of Analysis paragraph (d); and the
Recommendations for a Checklist of Information Required to Evaluate Methods of Analysis Submitted to
the CCMAS for Endorsement, points 1.1.3 and 1.1.4.

123) The Delegation therefore proposed that these sections be amended to allow for methods from task
forces also to be considered by the Committee and to allow for the endorsement of methods for which no
specific provisions existed in Codex standards.

124) The Delegation of Brazil supported the proposal to amend the terms of reference to reflect that the
Committee should also consider methods of analysis and sampling proposed by task forces and to allow
more flexibility for the Committee to endorse or develop methods for which no provisions existed in
standards. The Delegation of France cautioned that the amendments proposed were not necessarily consistent
with the provisions in other sections of the Procedural Manual such as on “normal practice” for methods of
analysis in the Relations between Commodity Committees and General Committees which referred
specifically to provisions. Other delegations that spoke did not support the proposed amendments and were
of the opinion that the terms of reference should not be too open-ended and that the current terms of
reference were sufficient to allow the Committee to conduct its work.

125) In view of the discussion the Committee agreed not to make any amendments as proposed and
thanked the Delegation of Netherlands for its efforts.

12 CX/MAS 08/29/10
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DISCUSSION PAPER ON THE RELIABILITY OF PUBLISHED ANALYTICAL DATA
(Agenda Item 10)

Deleted (see Agenda Item 2)

OTHER BUSINESS AND FUTURE WORK (Agenda Item 11)

Methods of Analysis for Dioxins and Dioxin-like PCBs

126) The Committee recalled that it had received a detailed reply from the Committee on Contaminants in
Foods (CCCF) to the questions put forward by the 27" Session concerning methods of analysis for dioxins
and dioxin-like PCBs (see Agenda ltem 2).

127) The Committee noted that the establishment of criteria for dioxins was under consideration in the
framework of the criteria approach, as discussed under Agenda 5a). The Delegation of Germany proposed to
consider this issue under a separate agenda item in order to update the document prepared at the 27" Session
in the light of the replies and comments provided by the CCCF, and therefore to discontinue consideration of
methods for dioxins under Agenda Item 5b). The Committee agreed with this proposal.

128) The Committee agreed that the Delegation of Germany would lead an electronic working group open
to all members and observers, in order to update document CX/MAS 06/27/8 in the light of the remarks
made by CCCF; answer the questions on the applicability of the methods for the indicated ranges and
commodities concerned; review the validation data for the methods; and set criteria for dioxin analysis. This
discussion paper would be considered as a separate Agenda Item at the next session.

DATE AND PLACE OF THE NEXT SESSION (Agenda Item 12)

129) The Committee was informed that the 30th Session of the Committee would be held in Budapest
from 9 to 13 March 2009. The exact date and venue would be determined by the host country and the Codex
Secretariat. The Committee confirmed that the current interval between meetings should be maintained.

130) The Committee expressed its warm thanks and appreciation to Professor Péter Biacs, Chair of the
Committee, and to Vice-Chair Professor Pal Molnar, on the occasion of their last session as Chair and Vice-
Chair respectively, as the excellent chairmanship of the Committee throughout the years had contributed
significantly to the progress made by the Committee on many complex issues of great importance for the
work of Codex in the area of analysis and sampling, and wished them all success in their future activities.



16

SUMMARY STATUS OF WORK

Subject Matter Step Action by Document Reference
in  ALINORM
08/31/23
Proposed Amendment to the Working (*) | Governments para. 86
Instructions for the Implementation of the 31" CAC Appendix 11
Criteria Approach in Codex
Endorsement of methods of analysis in Governments paras. 52-61
Draft Standards and existing Standards 318 CAC Appendix 111
Proposed Draft Guidelines on Analytical 5 Governments para. 51
Terminology 31% CAC Appendix V
30" CMAS
Draft Guidelines for Evaluating 7 30" CCMAS para. 19
Acceptable Methods of Analysis
Draft Guidelines for Settling Disputes on 6 Governments para. 34
Analytical (Test) Results 30" CCMAS Appendix IV
Proposed Draft Guidelines for Criteria for | 1/2/3 | Governments para. 93
Methods for the Detection and 31% CAC
Identification of Foods Derived from th
Biotechnology 307 CMAS
Guidance on measurement uncertainty and | 1/2/3 | Governments para. 101
uncertainty of sampling (Proposed Draft 31% CAC
Revision of the Guidelines on th
Measurement Uncertainty) 307 CMAS
Other issues (discussion papers)
Guidelines for establishing methods (*) | Sweden/NMKL para. 86
criteria for identification of relevant th
analytical methods 307 CCMAS
Guidance on Uncertainty from Sampling United Kingdom para. 108
30" CCMAS
Consideration of Methods of Analysis for Germany para. 128
Dioxins and Dioxin-like PCBs 30" CCMAS
uestion from the Committee on Milk and New Zealand
(I\Q/Iilk Products 30" CCMAS para. 109

(*) Procedural Manual




17

ALINORM 08/31/23
APPENDIX |

LIST OF PARTICIPANTS
LISTE DES PARTICIPANTS
LISTA DE PARTICIPANTES

Chairperson: Prof. Dr. Péter Biacs
Président: Budapest Corvinus University
Presidente: Department of Microbiology and Biotechnology

Somloéi Gt 12-16

H-1118 Budapest, Hungary
tel.:+36 1 482 6201

fax:+36 1 482 6340

e-mail: bia8440@helka.iif.hu

Vice-Chairperson:

Vice-Président: Prof. Dr. Pal Molnar
Vicepresidente: University of Szeged
Department of Food Science

Mars tér 7.

H-6701 Szeged, Hungary
e-mail: molnar@eoq.hu

MEMBER COUNTRIES
PAYS MEMBRES
PAISES MIEMBROS

ALGERIA
ALGERIE
ARGELIA

Mpr. Akli Ainouche

Centre Algérien Du Controle de la Qualité
et de L'Emballage

Route Nationale N5 Bab Ezzour

1600 Alger

tel: +213 5244 1983

fax: +213 2124 3011

e-mail: cacqe@cacqe.org

Dr. Ramdane Boussenadji
Ministére du Commerce

les trois tours El Mohammadia
Cité Mokhtar Zerhouni

16000 Alger

tel: +213 2189 0238

e-mail: rboussenadji@yahoo.fr

Mr. Sami Kolli

Directeurs des laboratoires - Sous directeur de la
qualité

Ministere du Commerce

les trois tours E1l Mohammadia

Cité Mokhtar Zerhouni

16000 Alger

tel: +213 2189 0238

fax: +213 2189 0773

e-mail: samikolli@yahoo.fr

ANGOLA
ANGOLA
ANGOLA

Mr. Antonio José Sebastiao
Ministerio do Interior

Largo Do Kinaxixi No. 14. - 4° Andar
Luanda

tel: +244 923 504 374

e-mail: tonimbaxi@yahoo.com.br

Mpr. Homar Simao

Ministerio da Industria - IANORQ
Cerqueira Lukoki 25. - 7° Andar

Luanda, P.O.Box 527

tel: +244 923 60 84 88, +244 222 33 72 94
fax: +244 337 294

e-mail: homar64@yahoo.com.br

ARGENTINA
ARGENTINE
ARGENTINA

Ms. Nora Maria Angelini
SENASA

Martinez-PCIA BS. AS.
Talchuano 1660 (1640)

tel: +541 148 361173

fax: +541 148 360066

e-mail: nangelin@senasa.gov.ar



18

Mprs. Veronica Maria Torres Leedham
SENASA

Servicio Nacional de Sanidad y Calidad
Agroalimentaria

Talcahuano 1660

Buenos Aires, 1640

tel: +54 11 4836 0066

fax: +54 11 4836 0066

e-mail: vtorres@senasa.gov.ar

AUSTRALIA
AUSTRALIE
AUSTRALIA

Dr. Wolfgang Korth

Australian Government of Agriculture, Fisheries
and Forestry

GPO Box 858

Canberra, 2601

tel: +61 2 6272 4771

fax: +61 2 6272 4023

e-mail: wolfgang korth@daff.gov.au

Dr. Robert Symons

National Measurement Institute Australia
Suakin Street 1.

Pymble NSW, 2073

tel: +61 2 9449 0159

fax: +61 2 9983 1398

e-mail: robert.symons@measurement.gov.au

Mpr. John Widdowson

National Association of Testing Authorities
71-73 Flemington Road

North Melbourne Victoria, 3051

tel: +61 3 9329 1633

fax: +61 3 9326 5148

e-mail: john.widdowson@nata.asn.au

AUSTRIA
AUTRICHE
AUSTRIA

Dr. Daniela Schachner

Osterreichische Agentur fiir Gesundheit und
Ernahrungssicherheit Gmbh.0

Institut fir Lebensmitteluntersuchung
Biirgerstrasse 47 - 4020 Linz

tel: +43 732 779071/23

fax: +43 732 779 071/15

e-mail: daniela.schachner@ages.at

BARBADOS
BARBADE
BARBADOS

Dr. Beverley Wood

Ministry of Agriculture and Rural Development
Government Analytical Services

Culloden Road

St. Michael, BB14018

tel: +246 427 6874

fax: +246 436 7682

e-mail: beverley wood@caribsurf.com

BELGIUM

BELGIQUE
BELGICA

Mpr. Rudi Vermeylen

Belgian Federal Agency for Safety of the Food
Chain

Simon Bolivarlaan 30

1000 Brussels

tel: +32 22 08 49 80

fax: +3222 08 49 75

e-mail: rudi.vermeylen@favv.be

BRAZIL
BRESIL
BRASIL

Dr. Shirley Abrantes

INCQS-FIOCRUZ

Av. Brasil 4365

Rio de Janeiro, 21045-900

tel: +55 21 3865 5124

fax: +5521 2290 0915

e-mail: shirley.abrantes@incgs.fiocruz.br

Mr. Carlos Henrique Angrisani
Ministry of Foreign Relations
Esplanada dos Ministérios
Brasilia

tel: +55 61 3411 8921

e-mail: angrisan@mre.gov.br

Mprs. Maria de Fatima Araujo Almeida de Paz,
Ministry of Agriculture

Liverstock and Supply

Av. Almirante Barroso 5.384

Belém/Para, 66.610-000

tel: +55 91 3214 8633

fax: +55 91 3243 3355

e-mail: maria.paz@agricultura.gov.br

Mpr. Hoeck Miranda

Brazilian National Health Surveillance Agency
SEPN 515, Bloco B

Brasilia, 70750-541

tel: +55 61 3448 8314

fax: +55 61 3448 6274

e-mail: hoeck.miranda@anvisa.gov.br

Mrs. Marta Severo

Ministry of Agriculture

Liverstock and Supply

Porto Alegre/RS

Estrada da Ponta Grossa, N3036
91780-580

tel: +55 51 3248-2133

fax: +55 51 3248-2133

e-mail: severo@agricultura.gov.br



Mprs. Soraya Sandoval

Instituto de SaludPublica de Chile
Santiago de Chile

Marathon 1000 Nunoa

tel: +56 2 350 7526

fax: +56 2 350 7589

e-mail: soraya@ispch.cl

CHINA
CHINE
CHINA

Mpr. Qinghui Zhao

General Administration of Quality Supervision,
Instpection and Quarantine of the People's
Republic of China

Madian Estern Road 9

Beijing

tel: +86 01 822 61872

fax: +86 822 60390

e-mail: zhaogh@agsiq.gov.cn

Prof. Yang Dajin

Institute of Nutrition and Food Safety, China CDC
No.7 Panjiayuan Nanli, Chaoyan

Beijing, 100021

tel: +86 108 7789 835

fax: +86 106 771 1813

e-mail: ydj66513@sina.com

Myr. Jian Yang

General Administration of Quality Supervision,
Instpection and Quarantine of the People's
Republic of China

Madian Estern Road 9

Beijing

tel: +86 01 822 61872

fax: +86 532 808 86190

e-mail: yjplm@yahoo.com.cn

Dr. Stephen Wai-cheung Chung

Food Research Laboratory

Food and Environmental HygieneDept.
Hong Kong

382 Nam Cheong Str., Kowloon

tel: +852 2319 8439

fax: +852 2776 4335

e-mail: swechung@fehd.gov.hk

CUBA
CUBA
CUBA

Mr. Nelson S. Ferndandez Gil

Laboratorio CUBACONTROL S.A. MINCEX
Ave. 19-A No. 21426 Atabey Playa

La Habana, 12100

tel: +53 72711332

fax: +53 7 8555730

e-mail: nelsonfg@]laboratorio.cubacontrol.com.cu

19
Ms. Mirtha Caridad Lugo Gonzales
Laboratorio Central de la Calidad MINCIN
Ave 26 No. 551 e/35 y Zapata
La Habana
10600, tel: +53 7 8312601
fax: +53 7 8792084
e-mail: laccal@ceniai.inf.cu

Ms. Maria Antonia Marrero Jorcano
S.1.S. CUBACONTROL S.A. MINCEX
Conill 580 esq. Ave. 26.

La Habana, 10600

tel: +53 7 8555720

fax: +53 7 8555730

e-mail: mariamj@cubacontrol.com.cu

Mprs. Taimi Valdés Rojas

Centro Nacional de Inspeccion de la Calidad
MINAL

Ave Rancho Boyeros Km 3 1/2

La Habana, 13400

tel: +53 042 205 844

e-mail: cnicavc@enet.cu

CZECH REPUBLIC
REPUBLIQUE TCHEQUE
REPUBLICA CHECA

Mpr. Petr Cuhra

Czech Agriculture and Food Inspection Authority
Za Opravnou 6

150 06 Praha,

tel: +420 2571 99540

fax: +420 2571 99541

e-mail: petr.cuhra@szpi.gov.cz

Mrs. Jana Dobesova

Ministry of Agriculture of the Czech Republic
Tesnov 17

117 05 Praha 1

tel: +420 221 812 365

fax: +420 222 314 117

e-mail: jana.dobesova@mze.cz

Mpy. Jindrich Fialka

Ministry of Agriculture of the Czech Republic
Tesnov 17

117 05 Praha 1

tel: +420 221 812 465

fax: +420 222 314 117

e-mail: jindrich.fialka@mze.cz

Mr. Martin Kubik

Czech Agriculture and Food Inspection Authority
Za Opravnou 300/6

150 06 Praha 5

tel: +420 257 199 550

fax: +420 257 199 541

e-mail: martin.kubik@szpi.gov.cz



20

EGYPT
EGYPTE
EGIPTO

Dr. Emad Ramadan Attallah

Central Lab of Residue Analysis of pesticides and
Heavy Metals in Food

7 Nadi El-Said st., Dokki

Giza, 12311

tel: +202 7601 395

fax: +202 7611 216

e-mail: emadatala@yahoo.com

Prof. Dr. Abd El Aziz Mohamed Hosni
Agricultural Counsellor

Embassy of Arab Republic of Egypt

via Salaria 267

Rome, 00199

tel: +36 06 854 8956

fax: +36 06 854 2603

e-mail: egypt@agrioffegypt.it

Dr. Mona Khorsed

Central Lab of Residue Analysis of pesticides and
Heavy Metals in Food

7 Nadi El-Said st., Dokki

Giza, 12311

tel: +202 7601 395

fax: +202 7611 216

e-mail: monakhorshedl@hotmail.com

ESTONIA
ESTONIE
ESTONIA

Ms. Siret Dreyersdorff

Minisitry of Agriculture, Food and Veterinary Dept.

39/41 Lai Street

Tallin, 15056

tel: +372 6256 258

fax: +372 6256 210

e-mail: siret.dreyersdorff@agri.ece

EUROPEAN COMMUNITY
COMMUNAUTE EUROPEENNE
COMUNIDAD EUROPEA

Dr. Jerome Lepeintre

Principal Administrator

European Commission

Health and Consumer Protection Directorate-General
(SANCO)

Rue Froissart 101 (2/62)

B-1040 Bruxelles

Phone: +32 2299 3701

Fax: +32 2299 8566

Email: jerome.lepeintre@ec.europa.eu

Mr. Hermann Broll

Joint Research Institute of EU
Via Fermi 1

21020 Ispra (VA), Italy

tel: +39 332 78 35 38

e-mail: hermann.broll@)jrc.it

Mprs. Sandrine Valentin

European Commission

L 130 08/65

1049 Brussels

tel: +32 2 296 6875

fax: +322 2953310

e-mail: sandrine.valentin@ec.europa.eu

FINLAND
FINLANDE
FINLANDIA

Mprs. Harriet Wallin

Finnish Food Safety Authority Evira
Mustialankatu 3

00790 Helsinki

tel: +358 2077 24313

fax: +358 2077 24277

e-mail: harriet.wallin@evira.fi

FRANCE
FRANCE
FRANCIA

Mr. Pascal Audebert

Point de contact Codex frangais

Premier Ministre

Secrétariat général des Affaires européennes
2, boulevard Diderot

75572 PARIS CEDEX 12

tél: 33 144 87 16 03

fax: 33 144 87 16 04
pascal.audebert@sgae.gouv.fr; sgae-codex-
fr@sgae.gouv.fr

Mrs. Jennifer Huet
CNIEL

42, rue de Chateaudun
753614 Paris

tel: +33 149 70 71 08
fax: +33 142 80 63 45
e-mail: jhuet@cniel.com

GERMANY
ALLEMAGNE
ALEMANIA

Dr. Joachim Bollmann

Federal Ministry of Food

Agriculture and Consumer Protection
Rochussstrasse 1, 53123 Bonn

tel: +49 228 99 529 3784

fax: +49 228 99 529 3743

e-mail: joachim.bollmann@bmelv.bund.de

Dr. Gerd Fricke

Federal Office of Consumer Protection and Food
Safety

Mauerstraf3e 39-42, 10117 Berlin

tel: +49 30 18444 10000

fax: +49 30 18444 10000

e-mail: gerd.fricke@bvl.bund.de



Dr. Carolin Stachel

Federal Office of Consumer Protection and Food
Safety

Mauer str 39-42

10117 Berlin

tel: +49 3018 412 2388

fax: +49 3018 412 2300

e-mail: carolin.stachel@bvl.bund.de

Dr. Claus Wiezorek

Chemisches Landes- und Staatliches
Veterinaeruntersuchungsamt
Joseph-Konig-str. 40.

48147 Miinster

tel: +49 251 9821 237

fax: +49 251 9821 7237

e-mail: wiezorek@cvua.nrw.de

GHANA
GHANA
GHANA

Mpr. Percy Adomako Agyekum
Food and Drug Board

Accra

tel: +233 20 8169 407

fax: +233 21 229 794

e-mail: adopee@yahoo.com

GREECE
GRECE
GRECIA

Mr. Vasileios Kontolaimos

Greek Ministry of Rural Development and Food
Acharnon 29

Athens, 10439

tel: +30 210 825 0307

fax: +30 210 825 4621

e-mail: cohalka@otenet.gr

HUNGARY
HONGRIE
HUNGRIA

Dr. Arpad Ambrus

Hungarian Food Safety Office

Gyali ut 2-6.

Budapest, 1097

tel: +36 1 439 0356

fax: +36 1 387 9400

e-mail: arpad.ambrus@mehib.gov.hu

Dr. Anna Gergely

Hungarian Academy of Sciences, Working
Committee on Trace Elements

Visegradi utca 9.

Budapest, 1132

tel: +36 1 349 2836

e-mail: anna.gergely@mail.com

Dr. Marta Gulyds

Central Agricultural Office
Food & Feed Safety Directorate
Mester u. 81.

Budapest, 1097

tel: +36 1 456 3010

e-mail: gulyasme@gmail.com

Ms. Csilla Kurucz

Hungarian Standards Institution
Ul1si at 25.

Budapest, 1091

tel: +36 1 456 6840

fax: +36 1 456-6841

e-mail: cs.kurucz@mszt.hu

Dr. Marianna Toth-Madarkus
Central Food Research Institute
Hermann Otté ut 15.

Budapest, 1022

tel.: +36 1 355 8244

fax: +36 1 355 8928

e-mail: m.toth@cfri.hu

Dr. Maria Viradi

Central Food Research Institute
Hermann Otté ut 15.

Budapest, 1022

e-mail: codex@cfri.hu

INDIA
INDE
INDIA

Dr. Satya Prakash

Central Food Laboratory
3-KYD Street

Kolkata, 700016

tel: +91 33 2229 1309

fax: +91 33 2249 8897
e-mail: cflcal@ca.vsnl.net.in

Mpr. Shri D. Bhattacharya
Central Insecticide Laboratory
N.H.-IV. Faridabad

Haryana, 121001

tel: +91 129 241 8507

e-mail: ppa@nie.in

INDONESIA
INDONESIE
INDONESIA

Mpr. Kukuh Achmad

National Standardization Agency of Indonesia
Manggala Wanabakti TV Lt.

Jakarta, 10270

tel: +62 21 574 7043

fax: +62 21 579 02948

e-mail: kukuh@bsn.or.id

21



22

Ms. Shinta Hapsari

Indonesian Embassy

Varosligeti fasor 26.

Budapest

tel: +36 1 413 3801

fax: +36 1 322 8669

e-mail: hapsarishinta@yahoo.com

IRAN
IRAN
IRAN

Mrs. Akram Sadat Fayazi
Secretary , MAS Committee of Iran

Institute of Standards & Industrial Research of Iran

P.O. Box 31585-163

Karaj

tel: +98 261 280 8120

fax: +98 261 280 8120

e-mail: mehramir2001@yahoo.com

IRAQO
IRAK

IRAQO

Mr. AbdulElah Taha

Nutrition Research Institute/Ministry of Health
P.O. Box 4010

Baghdad, 964

e-mail: abdol m_taha@yahoo.com

IRELAND
IRLANDE
IRLANDA

Mpyr. Dermot Hayes

State Laboratory

Celbridge, Co. Kildare

Young's Cross

tel: +353 1 505 7000

fax: +353 1 505 7070

e-mail: dermot.hayes@statelab.ie

ITALY
ITALIE
ITALIA

Mprs. Ilaria Maria Ciabatti

Instituto Zooprofilattico Sperimentale Lazio E
Toscana

via Appia Nuova 1411

00178 Roma

tel: +39 06 7909 9450

fax: +39 06 7909 9450

e-mail: ilaria.ciabatti@izslt.it

Mpr. Ciro Impagnatiello

Ministerio delle Politiche Agricole

Alimentari e Forestali

Via XX Settembre 20

00187 Roma

tel: +39 06 4665 6046

fax: +39 06 4880 273

e-mail: c.impagnatiello@politicheagricole.gov.it

Ms. Brunella Lo Turco

Ministry of Agriculture

Via XX Settembre 20

00187 Roma

tel: +39 06 4665 6041

fax: +39 06 4880 273

e-mail: b.loturco@politicheagricole.gov.it

Mrs. Ugo Marchesi

Instituto Zooprofilattico Sperimentale Lazio E
Toscana

via Appia Nuova 1411

00178 Roma

tel: +39 06 7909 9450

fax: +39 06 7909 9450

e-mail: ugo.marchesi@jizslt.it

JAPAN
JAPON
JAPON

Dr. Chieko Ikeda

Ministry of Health Labour and Welfare

Dept. of Food Safety, Pharmaceutical and Food
Safety Bureau

1-2-2 Kasumigaseki Chiyodaku

Tokyo, 100-8916

tel: +81 3 3595 2326

fax: +81 3 3503 7965

e-mail: codexj@mhlw.go.jp

Dr. Tomoaki Imamura

Nara Medical University
Department of Public Health Policy
840 Shijo-cho, Kashihara

Nara, 634-8521

tel: +81 744 29 8844

fax: +81 744 22 0037

e-mail: imamura-t@umin.ac.jp

Mpr. Makoto Inoue

Japan Food Hygiene Association
2-6-1 Jinguumae, Shibuya-ku
Tokyo, 150-0001

tel: +81 3 3403 2112

fax: +81 3 3403 2384

e-mail: m_inoue@)jffic.or.jp

Dr. Hidetaka Kobayashi

Ministry of Agriculture, Forestry and Fisheries
Food Safety and Consumer Policy Division,
Food Safety and Consumer Affairs Bureau
1-2-1 Kasumigaseki, Chiyoda-ku

Tokyo, 100-8950

tel: +81 3 3502 5722

fax: +81 3 3597 0329

e-mail: hidetaka kobayashi@nm.maff.go.jp

Mpr. Toshiaki Sugimoto

Japan Food Hygiene Association
2-6-1 Jinguumae, Shibuya-ku
Tokyo, 150-0001

tel: +81 3 3403 2111

fax: +81 3 3478 0059

e-mail: sugimototo@jfil.or.jp



Ms. Yoko Takeshita

Ministry of Agriculture, Forestry and Fisheries
International Affairs Division

Food Safety and Consumer Affairs Bureau
1-2-1 Kasumigaseki, Chiyoda-ku

Tokyo, 100-8950

tel: +81 3 3502 8732

fax: +81 3 3507 4232

e-mail: youko_takeshita@nm.maff.go.jp

Myr. Yoshiki Tsukakoshi

National Agriculture and Food Research
Organization

International Food Research Institute
2,1,12 Kannondai

Tsukuba, Ibaraki, 305-8642

tel: +81 29 838 8057

fax: +81 29 838 7996

e-mail: yoshiki.tsukakoshi@gmail.com

Dr. Takahiro Watanabe

National Institute of Health Science
1-18-1 Kamiyoga, Setagaya-ku
Tokyo, 158-8501

tel: +81 3 3700 1141

fax: +81 3 3707 6950

e-mail: tawata@nihs.go.jp

KENYA
KENYA
KENIA

Mpr. Kibii Gilbert Rono
Kenya Bureau of Standards
Mombasa

P.O. Box 99376

tel: +254 222 9448

fax: +254 231 2510

e-mail: kibiir@yahoo.com

KOREA, DPR OF
COREE, RPD DE
COREA, RPD DE

Dr. Jong Chol Han

Academy of Health and Food Science
Ryongbuk-dong, Taesong Dist.
Pyong yang

tel: +850 02 18111 8011

fax: +850 02 381 4605

e-mail: ksctc151@co.chesin.com

Mpr. Jong Son Kong

Academy of Health and Food Science
Ryongbuk-dong, Taesong Dist.
Pyong yang

tel: +850 02 18111 8011

fax: +850 02 381 4605

e-mail: ksctc151@co.chesin.com

23

KOREA, REPUBLIC OF
REPUBLIQUE DE COREE
REPUBLICA DE COREA

Dr. Keum Soon Oh

Korea Food and Drug Administration
194 Tongil-ro, Eunpyung-ku

Seoul, 122-704

tel: +82 2 380 1671

fax: +82 2 357 4735

e-mail: puregold@kfda.go.kr

Dr. Meekyung Kim

Ministry of Agriculture and Foresty
National Veterinary Research & Quarantine
Services

480 Anyang 6-dong

Anyang, 430-824

tel: +82 31 467 1982

fax: +82 31 467 1897

e-mail: kimmk@nvrgs.go.kr

Ms. Heyree Bae

Ministry of Agriculture, Foresty, Fishery &Food
National Agricultural products Quality
Management Services

310 Jungang-ro Manan-gu

Anyangsi, 430-016

tel: +82 31 463 1575

fax: +82 31 446 0903

e-mail: bachr@naqs.go.kr

Myrs. Soo-Jin Cho

Korea Food and Drug Administration
194 Tongil-ro, Eunpyung-ku

Seoul, 122-704

tel: +82 2 352 4797

fax: +82 2 352 4606

e-mail: chosoo93@kfda.go.kr

Dr. Soomuk Cho

Rural Development Administration
Suwon

88-2 Seodun-Dong

441-853

tel: +82 31 299 0561

fax: +82 31 299 0553

e-mail: soomuk@rda.go.kr

Dr. Dalsoon Choi

National Institute of Agricultural Science &
Technology

249 Seodun-dong Kwonseon-ku

Suwon, 441-707

tel: +82 31 290 0520

fax: +82 31 290 0506

e-mail: dschoi@rda.go.kr



24

Dr. Wooderck Hawer MALAYSIA
Korea Food Research Institute MALAYSIE
516 Backhyun-Dong, Boondang-ku MALASIA
Songnam, Kyongki-Do, 463-746
tel:+82 31 780 9279 Mprs. Sharizat Ahmad
fax: +82 31 709 9876 Food Safety and Quality Division, Ministry of
e-mail: wooderck@kfri.re.kr Health Malaysia
Ms. Ji-Hyun Lee Level 3, Block E7, Parcel E
Ministry of Health and Welfare, Food Policy Div. 62590 Putrajaya
1, Joongang-Dong tel: +603 8883 3517
Gwacheon-Si, Gyeoggi-Do , 427-721 fax: +603 8889 3815
tel: +82 2 2110 6248 e-mail: sharizat@moh.gov.my
fax: +82 2 507 6422
e-mail: jh9459@mohw.go.kr Mr. Fadzil Bin Othman

Food Safety and Quality Division, Ministry of
Mrs. Hyunjung Park Health Malaysia
Ministry of Agriculture and Foresty Level 3, Block E7, Parcel E
National Veterinary Research & Quarantine 62590 Putrajaya
Services tel: +603 8883 3513
480 Anyang 6-dong fax: +603 8889 3815
Anyang, 430-824 e-mail: fadzilmkak@moh.gov.my
tel: +82 31 467 1996
e-mail: parkhj@nvrgs.go.kr MALI

MALI
Dr. Jeonghae Rho MALI
Korea Food Research Institute
516 Backhyun-Dong, Boondang-ku Mr. Sékouba Keita
Songnam, Kyongki-Do, 463-746 Ministere de la Sante
tel:+82 31 780 9060 Agence Nationale de la Securite Sanitaires des
fax: +82 31 709 9876 Aliments
e-mail: drno@kfri.re.kr Quartier du fleuve

Bamako
LITHUANIA tel: +223 222 0754
LITUANIE fax: +223 222 0747
LITUANIA e-mail: sekokake@yahoo.fr
Dr. Julijonas Petraitis Prof. Gaoussou Kanouté
National Veterinary Laboratory National Laboratory of Health
J.Kairiukscio 10, P.O. Box E 4559
Vilnius, LT-08409 Bamako
tel: +370 5 2780478 tel: +223 222 4770
fax: +370 52780471 fax: +223 223 2281
e-mail: jpetraitis@nvl.lt e-mail: Ins@cefib.com
MADAGASCAR MOROCCO
MADAGASCAR MAROC
MADAGASCAR MARRUECOS
Mprs. Voniarisoa Rahanjavelo Ms. Laila Jawad
Autorité Sanitaire Halieutique EACCE
Rue Farafaty Ampandrianomby 72 Bd. Md. Smiha
101 Antananarivo, BP 530 Casablanca
tel: +261 20 22 401 02 tel: +212 2231 4480
fax: +261 20 22 405 92 e-mail: jawadlaila@eacce.org.ma

e-mail: sertechash@blueline.mg
Mpr. Mostapha Khlifa

Mprs. Dominique Lantomalala Raharinosy LOARC

Ministere de I'Economie, du Commerce et de Rue 60 no. 28.

I'Industrie Casablanca

BP 454 tel: +212 2230 2007
Antananarivo, 101 fax: +212 2230 1972

tel: +261 33 11 855 28 e-mail: khlifamos@yahoo.fr

fax: +261 20 22 280 25
e-mail: snc@meci.gov.mg



MOZAMBIOUE
MOZAMBIOQUE
MOZAMBIOQUE

Ms. Ana Paula Cardoso

Ministry of Health

National Laboratory for Food and Water Hygien
Eduardo Mondlane ave. 1008

Maputo, 258

tel: +258 1 213 25178

fax: +258 1 213 07419

e-mail: acardoso@misau.gov.mz

THE NETHERLANDS
PAYS-BAS
PAISES-BAJOS

Dr. Henk van der Schee

Food and Consumer Product Safety Authority
Hoogte Kadijk 401

Amsterdam, 1018 BK

tel: +31 20 524 4600

fax: +31 20 524 4700

e-mail: henk.van.der.schee@vwa.nl

Dr. Saskia van Ruth

RIKILT-Institute of Food Safety, Wageningen UR
P.O. Box 230

Wageningen, 6700 AE

tel: +31 317 475 414

fax: +31 317417 717

e-mail: saskia.vanruth@wur.nl

NEW ZEALAND
NOUVELLE ZELANDE
NUEVA ZELANDA

Mr. Michael Clear

NZ Food Safety Authority
P.O.Box 2835

Wellington

tel: +64 4 894 2656

fax: +64 4 463 2675

e-mail: mike.clear@nzfsa.govt.nz

Mpr. Phillip Fawcet

NZ Food Safety Authority

Jervois Quay 86

Wellington

tel: +64 4 894 2656

fax: +64 4 894 2675

e-mail: phil.fawcet@nzfsa.govt.nz

Mr. Roger Kissling

Fonterra Co-operative Group Ltd.
Victoria Rd.

Cambridge, 3450

tel: +64 7 823 3706

fax: +64 7 827 9698

e-mail: roger.kissling@fonterra.com

25
NIGERIA
NIGERIA
NIGERIA

Dr. Ebreowong Ikpong Etteh

National Agency for Food &Drug Admin. &
Control

27B Ndoki Street, Borikiri

Port Harcourt

tel: +234 80 230 26567

fax:

e-mail: ebreowong@yahoo.com

NORWAY
NORVEGE
NORUEGA

Mprs. Astrid Nordbotten
Norwegian Food Safety Authority
P.O. Box 5333

0304 Oslo

tel: +47 2321 6698

fax: +47 2321 7001

e-mail: asnor@mattilsynet.no

POLAND
POLOGNE
POLONIA

Mprs. Krystyna Starska
Ministry of Health

National Institute of Hygiene
24 Chocimska str.

00791 Warsaw

tel: +48 22 54 21 362

fax: +48 22 54 21 225
e-mail: kstarska@pzh.gov.pl

RUSSIA
RUSSIE
RUSIA

Dr. Viadimir Bessonov

Ministry of Health & Social Developement
Institute of Nutrition

2/14 Ustinsky proezd

109240 Moscow

tel: +7 495 6985 736

fax: +7 495 6985 736

e-mail: bessonov@ion.ru

Dr. Konstantin Eller

Ministry of Health & Social Developement
Institute of Nutrition

2/14 Ustinsky proezd

109240 Moscow

tel: +7 495 6985 407

fax: +7 495 6985 407

e-mail: eller@ion.ru



26

Ms. Marina Litovchenko

Federal Centre for Grain Quality Assurance
Olkhovskaya str. 16/1

Moscow

tel: +7 495 261 3015

fax: +7 495 261 3015

e-mail: flaboratory@mail.ru

Myrs. Inna Makeeva

Federal Centre for Grain Quality Assurance
Olkhovskaya str. 16/1

Moscow

tel: +7 495 261 3015

fax: +7 495 261 3015

e-mail: flaboratory@mail.ru

Mprs. Marina Pismenskaya

Federal Centre for Grain Quality Assurance
Olkhovskaya str. 16/1

Moscow

tel: +7 495 261 3015

fax: +7 495 261 3015

e-mail: flaboratory@mail.ru

Mprs. Inga Skornyakova

Federal Centre for Grain Quality Assurance
Olkhovskaya str. 16/1

Moscow

tel: +7 495 261 3015

fax: +7 495 261 3015

e-mail: flaboratory@mail.ru

Mprs. Polina Smyshlyaeva

Ministry of Agriculture of Russian Federation
Orlikov per 1/11

107139 Moscow

tel: +7 495 975 5753

fax: +7 495 607 6636

e-mail: p.smishliaeva@otr.mcx.ru

Ms. Marina Sysoeva
Central Vaterinary Lab
Oranzhereynaya 23

111622 Moscow

tel: +7 495 700 0137

fax: +7 495 700 0137
e-mail: dim.sysoev@mail.ru

Ms. Olga Vitkova

Central Veterinary Lab
Oranzhereynaya 23

111622 Moscow

tel: +7 495 700 0137

fax: +7 495 700 0137
E-mail: olgavitkova@mail.ru

SERBIA
SERBIE
SERBIA

Mprs. Svetlana Nol

Ministry of Agriculture, Forestry and Water
Management

Sector for Inspection Control

Nemanjina 22-26.

11000 Belgrade

tel: +381 63 493 430

fax: +381 11 311 7419

e-mail: polj.ins@sezampro.yu

Ms. Tatjana Radicevic

Institute of Meat Hygiene and Technology
Kacanskog 13

11000 Belgrade

tel: +381 11 2650 655

fax: +381 11 2651 825

e-mail: t.radicevic@inmesbgd.com

Mpr. Predrag Vukcevic

Ministry of Agriculture, Forestry and Water
Management

Sector for Inspection Control

Nemanjina 22-26.

11000 Belgrade

tel: +381 63 493 494

fax: +381 11 311 7419

e-mail: pvukcevic@minpolj.sr.gov.yu

SINGAPORE
SINGAPOUR
SINGAPUR

Ms. Cuilian Sun

Health Sciences Authority

Food Safety Lab., Centre for Analytical Science
11 Outram Road

Singapore, 169078

tel: +65 62130 852

fax: +65 62130 839

e-mail: sun_cuilian@hsa.gov.sg

SLOVAK REPUBLIC
REPUBLIOQUE DE SLOVAQUIE
REPUBLICA DE ESLOVAQUIA

Dr. Martin Polovka

VUP Food Research Institute
Priemyselna 4

Bratislava, SK-824 75

tel: +421 2 5023 7174

fax: +421 2 5557 1417
e-mail: polovka@vup.sk



SLOVENIA
SLOVENIE
ESLOVENIA

Mpr. Matej Stegu

Institute of Public Health
Trubarjeva 2

1000 Ljubljana

tel: +386 1 5205 741

fax: +386 1 5205 730

e-mail: matej.stegu@ivz-rs.si

SOUTH AFRICA, REPUBLIC OF
AFRIQUE DU SUD
REPUBLICA DE SUDAFRICA

Mr. Ephraim Moruke
Department of Agriculture

20 Beatrix Street,Room W-GF-05
0001 Pretoria

tel: +27 12 319 6609

fax: +27 12 319 6038

e-mail: ephraimmor@nda.agric.za

SPAIN
ESPAGNE
ESPANA

Dr. Pedro A. Burdaspal

Spanish Food Safety and Nutrition Agency
Alcala 56

Madrid

tel: +34 91 509 79 31

fax: +34 91 509 79 13

e-mail: pburdaspal@msc.es

Dr. Jose Ramon Garcia Hierro
MAPA

Carreterz de la Corufia km 10,7
28023 Madrid

tel: +34 91 347 4965

fax: +34 91 347 4968

e-mail: joseramon.garcia@mapya.es

Mpr. Elia de la Hera Macias

Ministerio de Sanidad y Consumo
Avda. de Cantabria s/n

28042 Madrid

tel: +34 91 747 1500

fax: +34 91 747 9517

e-mail: www.elia.hera@consumo-inc.es

Mr. Agustin Pons

Centro de Investigacion y Conrol de Calidad
(CIcc)

Avda. de Cantabria s/n

28042 Madrid

tel: +34 91 747 7529

fax: +34 91 747 9517

e-mail: agustin.pons@consumo-inc.es

27
SUDAN
SOUDAN
SUDAN

Ms. Thoria Ali

Sudanese Standards & Metrology Organization
Baladia Street

11111

tel: +249 183 777 480

fax: +249 183 774 852

e-mail: elnagaka@hotmail.com

SWEDEN
SUEDE

SUECIA

Mprs. Eva Rolfsdotter-Lonberg
National Food Administration
PO Box 622

751 26 Uppsala

tel: +46 18 175 673

fax: +46 18 105 848

e-mail: codex@slv.se

Myr. Lars Jorhem

National Food Administration
PO Box 622

751 26 Uppsala

tel: +46 18 175 673

fax: +46 18 105 848

e-mail: lajo@slv.se

THAILAND
THAILANDE
TAILANDIA

Mrs. Kanokporn Atisook
Department of Medical Sciences
Tiwanon Rd.

Nonthaburi, 11000

tel: +662 951 1023

fax: +662 951 1023

e-mail: myjenny1367@yahoo.com

Ms. Usa Bamrungbhuet

Ministry of Agriculture and Cooperatives
Nat. Bureau of Agricultural Comm. and Food
Stand.

Rajadamnet Nok Ave.

Bangkok

tel: +662 283 16000

fax: +662 280 3899

e-mail: usa_bam@hotmail.com

Ms. Chanchai Jaengsawang
Department of Medical Sciences Bangkok
Nonthaburi, 11000

tel: +6681 906 6874

e-mail: chanchai@dmsc.moph.go.th



28
Mrs. Orawan Kaewprakaisangkul

Industrial Development Foundation National Food

Institute

Bangkok,Soi Charansanitwong 40
BangyeeKhun Bangplad BKK, 107000
tel: +66 2886 8088 ext.500

fax: +66 2886 5022

e-mail: orawan@nfi.or.th

Ms. Kulab Kimsri

Food Processing Industry Club
Federation of Thai Industries
60 New Rachadapisek Rd
Bangkok, 10110

tel: +6689 480 8381

fax: +662 345 1281-3

e-mail: kularb@cpf.co.th

Ms. Jintana Poomongkutchai

Agricultural Production Science Research and
Developement Office

Department of Agriculture

50 Paholyothin Chatuchak

Bangkok, 10900

tel: +662 579 3578

fax: +662 561 4695

e-mail: kunjintana@yahoo.com

Mprs. Supanoi Subsinserm

Ministry of Agriculture and Cooperatives

Fish Inspection & Quality Control Div., Dep. of
Fisheries

Kaset-Klang, Chaatuchak

Bangkok, 10900

tel: +66 2 558 0150-5

fax: +66 2 558 0139

e-mail: supanois@fisheries.go.th

Prof. Chutima Waisarayutt

Kasetsart University, Faculty of Agro-Industry
Bangkok, 10900

tel: +66 81 831 4618

fax: +66 2 562 5092

e-mail: chutima.w@ku.ac.th

Mpr. Somchai Wongsamoot

Bureau of Quality Control of Livestock Products
Department of Livestock Development

Tivanon Road Bangkadee

Pathumthanee, 12000

tel: +66 2 967 9702

fax: +66 2 963 9212

e-mail: somchai_6@yahoo.com

TURKEY

TURQUIE
TURQUIA

Dr. Savas Malkoc

Turkish Embassy to Hungary
Andrassy ut 123.

Budapest, 1062

tel: +36 1 344 4998

fax: +36 1 344 5896

e-mail: dtbud@axelero.hu

UNITED ARAB EMIRATES
EMIRATS ARABES UNIS
EMIRATOS ARABES UNIDOS

Mpr. Abdulla Salem Ahmed Janan Al-Sayari
Minisitry of Environment and Water of the United
Arab Emirates

Al-Ain-Dubai High Way

Al-Ain

tel: +971 3 783 2255

fax: +971 3 783 2075

e-mail: asahmad@moew.gov.ae

UNITED KINGDOM
ROYAUME-UNI
REINO UNIDO

Dr. Roger Wood

Food Standards Agency c/o Lincolne,

Sutton and Wood

70-80 Oak Street

Norwich, NR3 3AQ

tel: +44 1603 624 555

fax: +44 1603 629981

e-mail: roger.wood@foodstandards.gsi.gov.uk

Mpr. Duncan Arthur

Eurofins Laboratories Ltd.

28-32 Brunel Rd.

London, Acton W3 7XR

tel: +44 20 8222 6073

fax: +44 20 8222 6080

e-mail: duncanarthur@eurofins.co.uk

UNITED STATES
ETATS-UNIS D’AMERIQUE
ESTADOS UNIDOS DE AMERICA

Dr. Gregory Diachenko

US Food and Drug Administration
5100 PaintBranchParkway

College Park, 20740

tel: +1 301 436 1898

fax: +1 301 436 2634

e-mail: gregory.diachenko@fda.hhs.gov

Dr. Larry Freese

US Dept. of Agriculture, Grain Inspection
Packers and Stockyards Administration
10383 N Ambassador

Kansas City, 64153

tel: +1 202 720 0226

fax: +1 202 690 3951

e-mail: larry.d.freese@usda.gov

Dr. Gregory Noonan

US Food and Drug Administration
5100 PaintBranchParkway

City College Park, 20740

tel: +1 301 436 2250

fax: +1 301 436 2634

e-mail: Gregory.Noonan@fda.hhs.gov



Dr. Michael Sussman

US Dept. of Agriculture, Agricultural Marketing
Service

801 SummitCrossingPlace,SuiteB

Gastonia, NC 28054

tel: +1 704 867 3873

fax: +1 704 853 2800

e-mail: michael.sussman@usda.gov

VENEZUELA
VENEZUELA
VENEZUELA

Mr. Renzo Zapata
SASA-MPPAT

Piso 14, Urb. Sabana Grande
Caracas, 58

tel: +58 212 705 3442

fax: +58 212 705 3442

e-mail: zapata.renzo@gmail.com

ZAMBIA
ZAMBIE
ZAMBIA

Mrs. Gertrude Mundia

Ministry of Health, Food & Drugs Control
Laboratory

Haile Se Lase dr., Longacres

Lusaka, 10101

tel: +260 1 252 855/73/75

fax: +260 252 875

e-mail: gertrudemundia@yahoo.com

ZIMBABWE
ZIMBABWE
ZIMBABUE

Mr. Munyaradzi Livingstone Musiyambiri
Government Analyst Laboratory

Ministry of Health and Child Welfare
JosiahTongogara Av./Mazowe St.

Harare

tel: +263 11 874 588

fax: +263 708527

e-mail: musiyambiri@yahoo.co.uk

INTERNATIONAL ORGANISATIONS
ORGANISATIONS INTERNATIONALES
ORGANIZACIONES INTERNACIONALES

AOCS

Dr. Richard Cantrill

AOCS

AOCS Technical Director

2710 S Boulder Drive

Urbana IL, 61803-7190, United States
tel: +1 217 693 4830

fax: +1 217 351 8091

e-mail: richard.cantrill@aocs.org

29

Dr. Ray Shillito

Manager, External Laboratory Services, Americas
Bayer CropScience LP

2 T.W. Alexander Drive, P.O. Box 12014
Research Triangle Park, NC 27709,

United States

tel: +1 919 549 2210

fax: +1 919 549 3907

e-mail: ray.shillito@bayercropscience.com

BIPM

Dr. Ralf Josephs

Bureau International des Poids et Mesures
Pavillon de Breteuil

Sevres, 92312, France

tel: +33 14507 7055

fax: +33 14534 2021

e-mail: ralf.josephs@bipm.org

Dr. Robert Wielgosz

Bureau International des Poids et Mesures
Pavillon de Breteuil

Sevres, 92312, France

tel: +33 145076251

fax: +33 145342021

e-mail: rwielgosz@bipm.org

EURACHEM

Dr. Stephen Ellison
Eurachem

LGC Limited, Queens Rd
Teddington, United Kingdom
tel: +44 208 943 7325

e-mail: s.ellison@]lge.co.uk

FEFAC

Mprs. Lea Pallaroni
ASASALZOO

via Lovanio 6

00198 Roma, Ttaly

tel: +39 0688 40296

fax: +39 0685 57270

e-mail: lea.pallaroni@assalzoo.it

IDF

Dr. Harrie van den Bijgaart

Oostzeestraat 2a

Qlip N.V., 7202 CM Zutphen, The Netherlands
tel: +31 88 754 7001

fax: +31 88 754 7100

e-mail: bijgaart@qlip.nl

Mprs. Aurélie Dubois
International Dairy Federation
80 Boulevard A Reyers
Brussels, 1000, Belgium

tel: +32 2 706 8645

fax: +32 2 733 0413

e-mail: adubois@fil-idf.org



30

Mpr. Jaap Evers

Fonterra Co-operative Group Ltd.
Dairy Farm Road

Palmerston, New Zeland

tel: +64 6 350 4613

fax: +64 6 350 4676

e-mail: jaap.evers@fonterra.com

IFT

Prof. David Min

Ohio State University

2015 Fyffe Road Room 110
Columbus, 43210, United States
tel: +1 614 292 7801

fax: +1 614 292 0218

e-mail: min.2@osu.edu

IS0

Mpr. Jean-Baptiste Finidori

Food Industry and Health Care Department
11 Av. Francis de Pressense

93571 Saint-Denis la Plaine Cedex, France
tel: +33 1 4162 8207

fax: +33 1 4917 9000

e-mail: jeanbaptiste.finidori@afnor.org

Mpr. Rinus van Schaik

ISO

PO Box 292

3830 Leusden, , The Netherlands
tel: +31 33 4965 640

fax: +31 33 4965 666

e-mail: schaik@cokz.nl

NMKL

Dr. Hilde Skaar Norli

NMKL, Nordic Committee on Food Analysis
National Veterinary Institute

PO Box 8156

0033 Oslo, Norway

tel: +47 4688 8807

fax: +47 6487 0807

e-mail: nmkl@vetinst.no

JOINT FAO/WHO SECRETARIAT

Dr. Selma Doyran

Food and Agriculture Organisation of the UN
Via Delle Terme di Caracalla

Rome, 00153, Italy

tel: +39 06 570 55854

fax: +39 06 570 54593

e-mail: selma.doyran@fao.org

Dr. Verna Carolissen-Mackay

Joint FAO/WHO Food Standards Programme
Viale delle Terme di Caracalla

Rome, 00153, Italy

tel: +39 065 7055 629

fax: +39 065 7054 593

e-mail: verna.carolissen@fao.org

Dr. Ym Shik Lee

Food and Agriculture Organisation of the UN
Via Delle Terme di Caracalla

Rome, 00153, Italy

tel: +39 06 570 55854

fax: +39 06 570 54593

e-mail: ymshik.lee@fao.org



31

ALINORM 08/31/23
APPENDIX I

PROPOSED AMENDMENT TO THE PROCEDURAL MANUAL

WORKING INSTRUCTIONS FOR THE IMPLEMENTATION OF
THE CRITERIAAPPROACH IN CODEX

(This replaces the Working Instructions for the Implementation of the Criteria Approach in Codex in the
Principles for the Establishment of Codex Methods of Analysis)

Any Codex Committee may continue to propose an appropriate method of analysis for determining the
chemical entity and/or develop a set of criteria to which a method used for the determination must comply.
In either case the specified maximum level, minimum level, any other normative level or the concentration
range of interest has to be stated.

When a Codex Committee decides that a set of criteria should be developed, in some cases the Committee
may find it easier to recommend a specific method and request the Codex Committee on Methods of
Analysis and Sampling (CCMAS) to “convert” that method into appropriate criteria. The Criteria will then
be considered by the CCMAS for endorsement and will, after the endorsement, form part of the standard.
If a Codex Committee wishes to develop the criteria, it should follow instructions given for the
development of specific criteria as outlined in table 1.

Table 1: Guidelines for establishing numeric values for the criteria:

Applicability: The method has to be applicable for the specified provision, specified
commodity and the specified level(s) (maximum and/or minimum) (ML). The
minimum applicable range of the method depends on the specified level (ML)
to be assessed, and can either be expressed in terms of the reproducibility
standard deviation (sg) or in terms of LOD and LOQ.

Minimum For ML > 0.1 mg/kg, [ML - 3 sg ML + 3 sz ]
applicable range: | For ML < 0.1 mg/kg, [ML - 2 sg ML + 2 sg ]
sg' = standard deviation of reproducibility

Limit of For ML > 0.1 mg/kg, LOD <ML - 1/10
Detection (LOD): | For ML < 0.1 mg/kg, LOD <ML - 1/5

Limit of For ML > 0.1 mg/kg, LOQ <ML - 1/5
Quantification For ML < 0.1 mg/kg, LOQ <ML - 2/5
(LOQ):

" The sg should be calculated from the Horwitz / Thompson equation. When the Horwitz / Thompson
equation is not applicable (for an analytical purpose or according to a regulation) or when “converting”
methods into criteria then it should be based on the sg from an appropriate method performance study.
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Precision: For ML > 0.1 mg/kg, HorRat value <2
For ML < 0.1 mg/kg, the RSD1g < 22%.
RSDg* = relative standard deviation of reproducibility

Concentration Ratio Unit Recovery (%)
100 1 100% (100 g/100g) 98 — 102
>10 10" >10% (10 g/100g) 98 — 102
>1 107 >1% (1 g/100g) 97 —103
>0.1 10° >0.1% (1 mg/g) 95 — 105
0.01 10" 100 mg/kg 90 — 107
Recovery (R): 0.001 107 10 mg/kg 80— 110
0.0001 10° 1 mg/kg 80— 110
0.00001 107 100 pg/kg 80110
0.000001 10° 10 ug/kg 60— 115
0.0000001 10”° 1 pg/kg 40— 120

Other guidelines are available for expected recovery ranges in specific areas of
analysis. In cases where recoveries have been shown to be a function of the
matrix other specified requirements may be applied.

Trueness: For the evaluation of trueness preferably certified reference material should be
used.

The criteria in Table 1 must be approved for the determination in question.

However, the primary responsibility for supplying information about the specified CODEX level(s),
methods of analysis and criteria resides with the referring Committee. If the Committee fails to provide a
method of analysis or criteria despite numerous requests, then the CCMAS may establish appropriate
criteria as above.

CONVERSION OF SPECIFIC METHODS OF ANALYSIS TO METHOD CRITERIA BY THE
CCMAS

When a Codex Committee submits a Type II or Type III method to CCMAS for endorsement, it should
also submit information on the specified Codex level(s) along with the provision to enable the CCMAS to
convert it into suitable generalized analytical characteristics:

e trueness
applicability (matrix, concentration range and preference given to 'general' methods)
limit of detection
limit of quantification

2 The RSDy should be calculated from the Horwitz / Thompson equation. When the Horwitz / Thompson
equation is not applicable (for an analytical purpose or according to a regulation) or when “converting”
methods into criteria then it should be based on the RSDsg from an appropriate method performance
study.
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e precision; repeatability intra-laboratory (within laboratory), reproducibility inter-laboratory
(within laboratory and between laboratories), but generated from method performance study
data rather than measurement uncertainty considerations

recovery

selectivity

sensitivity

linearity

These terms are defined in the Analytical Terminology for Codex Use, as are other terms of importance.

The CCMAS will assess the actual analytical performance of the method which has been determined in its
validation. This will take account of the appropriate precision characteristics obtained in method
performance studies which may have been carried out on the method together with results from other
development work carried out during the course of the method development. The set of criteria that are
developed will form part of the report of the CCMAS and will be inserted in the appropriate Codex
Standard.

In addition, the CCMAS will identify numeric values for the criteria for which it would wish such
methods to comply.

ASSESSMENT OF THE ACCEPTABILITY OF THE PRECISION CHARACTERISTICS OF A
METHOD OF ANALYSIS

The calculated repeatability and reproducibility values can be compared with existing methods and a
comparison made. If these are satisfactory then the method can be used as a validated method. If there is
no method with which to compare the precision parameters then theoretical repeatability and
reproducibility values can be calculated from the Horwitz equation. (M. Thompson, Analyst, 2000, 125,

385-386).
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ALINORM 08/31/23
APPENDIX 111

STATUS OF ENDORSED METHODS OF ANALYSIS

FAO/WHO Coordinating Committee for the Near East

Codex Committee on Nutrition and Foods for Special Dietary Uses

FAO/WHO Coordinating Committee for Asia

Codex Committee on Milk and Milk Products - Update of methods previously endorsed

Change in status of methods for contaminants
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COMMODITY PROVISION METHOD PRINCIPLE TYPE STATUS
Humus with tehena Sample Preparation AOAC 945.68 _ E
Humus with tehena Salt content AOAC 971.27 Potentiometry 1 E

NMKL 178:2004
Humus with tehena Total acidity AOAC 925.53 Titrimetry | E
Humus with tehena Fat content AOAC 945.16% Gravimetry (Soxhlet NE

extraction)

Tehena Moisture Content ISO 934:1980 Gravimetry | E
Tehena Protein content ISO 1871:1975 Titrimetry, Kjeldahl | E
Tehena Fat Content ISO 8292:19910r ISO 7302:1982 Gas Chromatography NE

Gas Chromatography method to verify the sesame oil

origin of the fat content’
Tehena Total Ash ISO 6884:1980 Gravimetry | E
Tehena Acid Insoluble Ash ISO 735:1977 Gravimetry | E
Tehena Total Acidity ISO 729:1988 Titrimetry I E
Tehena Sesame oil AOCS Cb 2-40 (97) (Baudouin Test) Colour reaction | E

! ALINORM 07/30/40, Appendices I1, I1l and IV
2 CCNEA to provide clarification on how to determine the tehena origin of fat content
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Foul medames Sample Preparation AOAC 945.68 _ E
Foul medames Salt content AOAC 971,27 Potentiometry ] E
NMKL 178:2004
Foul medames Drained weight AOAC 968.30 Sieving | E
B. COMMITTEE ON NUTRITION AND FOODS FOR SPECIAL DIETARY USES®
Standard for Infant Formula and Formulas for Special Medical Purposes Intended for Infants
Provision Method Principle TYPE
Sodium and potassium ISO 8070 | IDF 119:2007 Flame atomic absorption spectrophotometry I
Sodium and potassium AOAC 984.27 ICP emission spectrometry 11
Crude protein AOAC 991.20 Titrimetry (Kjeldahl) I

ISO 8968-1/2 | IDF 20-1/2: 2001

Determination of Crude Protein

The calculation of the protein content of infant formulas prepared ready for consumption may be based on N x 6.25, unless a scientific justification is provided for the
use of a different conversion factor for a particular product. The value of 6.38 is generally established as a specific factor appropriate for conversion of nitrogen to
protein in other milk products, and the value of 5.71 as a specific factor for conversion of nitrogen to protein in other soy products.

3 ALINORM 07/30/26, Appendix 11



C. FAO/WHO COORDINATING COMMITTEE FOR ASIA*
Draft Standard for Ginseng Product

PROVISION METHOD PRINCIPLE TYPE
Moisture AOAC 925.45 Gravimetry, drying at atmospheric pressure v
Solids AOAC 925.45 and calculated by calculation v
subtracting the content of water from
100%.
Ash AOAC 923.03 Gravimetry, after ashing at 550°C v
Water-insoluble Solids described in Annex A Gravimetry v
Water-saturated 1-butanol described in Annex B Gravimetry v
extracts
Identification of ginsenosides described in Annex C TLC or HPLC v

Rbl and Rf

“ ALINORM 07/30/15, Appendix 111
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Annex A

Determination of Water-insoluble Solid Content

Place ca 1 g sample in 25 ml centrifugal tube with constant weight. Add 15 ml of distilled water and dissolve
the sample. Centrifuge for 15 min at 3000 rpm and discard supernatant. Repeat twice this centrifugation. Dry
centrifugal tube and residue to constant weight at 105°C. Report results in percent.

water-insoluble solid content (%) = (W1-WO0)/ S x 100
S: weight of sample (g)
W1: weight of centrifugal tube and residue after drying (g)
WO: weight of centrifugal tube (g)

* The method mentioned in Annex A is stipulated in the Korean Food Standards Law and modifies the
“AOAC Official Method 950.66.”
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Annex B

Determination of water-saturated 1-butanol extracts

1. Preparation of water-saturated 1-butanol

Mix 1-butanol with water in separatory funnel in the ratio of 70:30 and shake it vigorously. Let stand
until the upper and lower phases are separated. Discard lower layer (water layer).

2. Analysis method
2.1 Dried Ginseng

Weigh ca 5 g test portion, ground to pass 80 mesh or finer sieve, into 250 ml erlenmeyer flask and reflux
with 50 ml water saturated 1-butanol on a water bath at 80°C for 1 hour. Decant 1-butanol into another
250 ml erlenmeyer flask. Repeat twice the above extraction. Combine the solvent and filter into a 250 ml
separatory funnel. Add 50 ml of distilled water. Shake and stand until the upper and lower layer are
separated completely into two layers. Collect 1-butanol layer (upper layer) in an evaporation flask, vacuum-
evaporate to dryness. Add 50 ml of diethyl ether, re-flux it on a water bath approximately at 46°C for 30
minutes, and decant the diethyl ether. Dry flask and contents to constant weight at 105°C. Report increase in
weight flask as "1-butanol extracts in ginseng". Express the result as mg per gram on dried ginseng.

water-saturated 1-butanol extracts(mg/g) = (A-B)/ S

S: weight of sample (g)
A: weight of flask after concentrating and drying extracts (mg)
B: weight of flask (mg)

2.2 Ginseng Extract (including a powered type)

Place 1~2 g sample in 250 ml erlenmeyer flask, dissolve in 60ml water and transfer into separating
funnel. Add 60ml of diethyl ether. Shake and stand until the upper and lower layer are separated. Collect
lower layer and extract with 60 ml water saturated 1-butanol for three times. Combine the solvent into a 250
ml separatory funnel. Add 50 ml of distilled water. Shake and stand until the upper and lower layer are
separated completely into two layers. Collect 1-butanol layer (upper layer) in an evaporation flask with
constant weight, vacuum-evaporate to dryness. Dry flask and contents to constant weight at 105°C. Report
increase in weight flask as "1-butanol extracts in ginseng extract". Express the result as mg per gram on
ginseng extract.
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Annex C

Identification of ginsenosides Rb1 and Rf

Ginsenosides in ginseng products can be identified either by Thin Layer Chromatography(TLC) or High
Performance Liquid Chromatography(HPLC).

1. Preparation of sample solution

Dilute the dried 1-butanol extract of Annex B with ten-fold volume of methanol, dissolve completely, and
filter through 0.45 pm membrane filter.

2. Preparation of standard solution

Dissolve standard ginsenosides, such as ginsenoside-Rb1 and -Rf, in methanol to make a 1% solution and
filter through 0.45 um membrane filter.

3. ldentification
3.1 Thin Layer Chromatography

Spot 2-5 pl of the standard and sample solutions, as indicated in the above, on TLC plate (silica gel),
previously dried at 110°C for 15 minutes in dry oven. Develop with an upper solution of 1-
butanol:ethylacetate:water (5:1:4, v/v/v) or a lower solution of chloroform:methanol:water (65:35:10, v/v/v).
Spray 10% sulfuric acid or 30% sulfuric acid-ethanol solution over TLC plate and oven dry it at 110°C for 5-
10 minutes to reveal its color. Identify the ginsenosides of Ginseng products by comparing the Rf values and
colors with those of standard ginsenosides.

3.2 High Performance Liquid Chromatography

Prepare standard and sample solutions, as indicated in the above. Analyze ginsenoside with HPLC depending
upon the operating condition. Identify ginsenosides of sample by comparing retention times of peaks with
those of the standard.
Operating condition
Column: NH2 column, p-Bondapak C18 column, carbohydrate analyzing column or equivalent
Detector: UV (203 nm) or ELSD
Eluent: UV: acetonitrile: water (30:70, v/v)
ELSD: acetonitrile: water: isopropanol (94.9:5.0:0.1, v/v/v)
Flow rate: 1.0 ml/min ~ 2.0 ml/min
References
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D. COMMITTEE ON MILK AND MILK PRODUCTS®

UPDATED LIST OF METHODS OF ANALYSIS AND SAMPLING FOR CODEX STANDARDS FOR MILK AND MILK PRODUCTS

Milk and Milk Products

Commaodity Provision Method Principle Type
Milk products Iron IDF 103A:1986 / 1ISO 6732:1985 Photometry (bathophenanthroline) v
Milk  products  (products  not Milk fat ISO 8262-3|IDF 124-3:2005 Gravimetry (Weibull-Berntrop) |
completely soluble in ammonia)
Blend of evaporated skimmed milk Milk solids-not-fat (MSNF)° IDF 21B:1987 / 1SO 6731:1989 Calculation from total solids and fat v
and vegetable fat and contents

IDF 13C:1987 / 1SO 1737:1999 Gravimetry (Rose-Gottlieb)
Blend of evaporated skimmed milk Milk protein in MSNF® ISO 8968-1/2|IDF 20-1/2:2001 Titrimetry (Kjeldahl) v
and vegetable fat
Reduced fat blend of Evaporated Milk protein in MSNF® ISO 8968-1/2|IDF 20-1/2:2001 Titrimetry (Kjeldahl) v
skimmed milk and vegetable fat
Blend of skimmed milk and vegetable Water’ ISO 5537|IDF 26:2004 Gravimetry, drying at 87°C v
fat in powdered form
Blend of skimmed milk and vegetable Milk protein in MSNF® ISO 8968-1/2|IDF 20-1/2:2001 Titrimetry (Kjeldahl) v
fat in powdered form
Reduced fat blend of skimmed milk Water’ ISO 5537|IDF 26:2004 Gravimetry, drying at 87°C v
powder and vegetable fat in powdered
form
Reduced fat blend of skimmed milk Milk protein in MSNF® ISO 8968-1/2|IDF 20-1/2:2001 Titrimetry (Kjeldahl) v
powder and vegetable fat in powdered
form

> ALINORM 08/31/11, Appendix VII
® Milk total solids and MSNF content include water of crystallization of lactose
" Water content excluding the crystallized water bound to lactose (in fact to read moisture content)
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Blend of sweetened condensed Sucrose ISO 2911|IDF 35:2004 Polarimetry v
skimmed milk and vegetable fat
Blend of sweetened condensed Milk solids-not-fat (MSNF)® IDF 15B:1991 / ISO 6734:1989 Calculation from total solids and fat 1V
skimmed milk and vegetable fat and contents
IDF 13C:1987 / 1SO 1737:1999 Gravimetry (Rose-Gottlieb)
Blend of sweetened condensed Milk protein in MSNF® ISO 8968-1/2|IDF 20-1/2:2001 Titrimetry (Kjeldahl) v
skimmed milk and vegetable fat
Reduced fat blend of sweetened Milk protein in MSNF® ISO 8968-1/2|IDF 20-1/2:2001 Titrimetry (Kjeldahl) v
condensed skimmed milk and
vegetable fat
Butter Copper ISO 5738|IDF 76:2004 Photometry, diethyldithiocarbamate 1l
AOAC 960.40
Butter MSNF® ISO 3727-2|IDF 80-2:2001 Gravimetry I
Butter Milk fat ISO 17189|IDF 194:2003 Gravimetry |
Direct determination of fat using
solvent extraction
Butter Salt ISO 15648|IDF 179:2004 Potentiometry (determination of 1l
chloride, expressed as sodium
chloride)
Butter Salt ISO 1738|IDF 12:2004 Titrimetry (Mohr: determination of 1l
chloride, expressed as sodium
chloride)
Butter Vegetable fat (sterols) ISO 12078|IDF 159:2006 Gas chromatography 1l
ISO 18252|IDF 200:2006 Gas chromatography 1l
Butter Water’ ISO 3727-1|IDF 80-1:2001 Gravimetry I
Cheese Citric acid ISO/TS 2963|IDF/RM 34:2006 Enzymatic method v
Cheese Citric acid AOAC 976.15 Photometry Il
Cheese Milk fat 1SO 1735|IDF 5:2004 Gravimetry (Schmid-Bondzynski- |

Ratzlaff)
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Cheese

Moisture

ISO 5534|IDF 4:2004

Gravimetry, drying at 102 °C

Cheese (and cheese rind)

Natamycin

ISO 9233-1|IDF 140-1: 2007 ®

Molecular absorption
spectrophotometry

ISO 9233-2| IDF 140-2:2007°

HPLC

Cheeses, individual

Milk fat in dry matter

ISO 1735|IDF 5:2004

Gravimetry (Schmid-Bondzynski-
Ratzlaff)

Cheeses in brine

Milk fat in dry matter (FDM)

ISO 1735|IDF 5:2004

Gravimetry (Schmid-Bondzynski-
Ratzlaff)

Fat-free dry matter I1SO 5534|IDF 4:2004 Gravimetry, drying at 102°C v
Cottage cheese Calculation from dry matter and fat
contents
ISO 1735|IDF 5:2004 Gravimetry (Schmid-Bondzynski- v
Ratzlaff)
Cottage cheese Milk fat ISO 8262-3|IDF 124-3:2005 Gravimetry (Weibull-Berntrop) v
Cottage cheese Milk fat in dry matter SO 8262-3(IDF 124-3:2005 Gravimetry (Weibull-Berntrop) |
Cheese, unripened including fresh Protein ISO 8968-1|IDF 20-1:2001 Titrimetry, Kjeldahl |
cheese AOAC 991.20-23
Cream Milk fat IDF 16C:1987 / 1SO 2450:1999 Gravimetry (Rdse-Gottlieb) I
Cream Solids IDF 21B:1987 / 1ISO 6731:1989 Gravimetry (drying at 102°C) |
Creams lowered in milk fat content Milk fat IDF 16C:1987 / 1SO 2450:1999 Gravimetry I
AOAC 995.19
Creams, whipped creams and MSNF® ISO 3727-2|IDF 80-2:2001 Gravimetry |
fermented creams AOAC 920.116
Cream cheese Dry matter ISO 5534|IDF 4:2004 Gravimetry drying at 102°C v

8 CCMMP is requested to clarify which is the reference method
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Cream cheese Moisture on fat free basis ISO 5534|IDF 4:2004 Gravimetry, drying at 102°C v
and
ISO 1735|IDF 5:2004 Gravimetry (Schmid-Bondzynski- v
Ratzlaff)
Calculation of moisture on fat free v
basis from fat content and moisture
content
Dairy fat spreads Total fat ISO 17189|IDF 194:2003 Gravimetry |
Direct determination of fat using
solvent extraction
Dairy fat spreads Vegetable fat (sterols) ISO 12078|IDF 159:2006 Gas chromatography 1l
Dairy fat spreads ISO 18252|IDF 200:2006 Gas chromatography 1l
Edible casein products Acids, free ISO 5547|IDF 91:2007 Titrimetry (aqueous extract) v
Edible casein products Ash (including P,0s) ISO 5545|IDF 90:2007 Gravimetry, ashing at 825°C v
Edible Casein Products Casein in protein ISO 17997-1|IDF 29-1:2004 Titrimetry, Kjeldahl |
Edible casein products Copper ISO 5738|IDF 76:2004 Colorimetry (diethyldithiocarbamate) 11l
Edible casein products Lactose ISO 5548|IDF 106:2004 Photometry (phenol and H,SO,) v
Edible casein products Lead ISO/TS 6733|IDF/RM 133:2006 Spectrophotometry (1,5- v
diphenylthiocarbazone)
Edible casein products Milk fat ISO 5543|IDF 127:2004 Gravimetry (Schmid-Bondzynski- |
Ratzlaff)
Edible casein products Moisture ISO 5550|IDF 78:2006 Gravimetry (drying at 102°C) |
Edible casein products pH IDF-115A:1989 / 1ISO 5546:1979 Electrometry v
Edible casein products Protein (total N x 6.38 indry ~ IDF 92:1979 / ISO 5549:1978 Titrimetry, Kjeldahl digestion v

matter)
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Edible casein products Sediment (scorched particles)  1SO 5739|IDF 107:2003 Visual comparison with standard v
disks, after filtration
Emmental Calcium ISO 8070|IDF 119:2007° Flame atomic absorption v
>= 800 mg/100g
Evaporated milks Milk fat IDF 13C: 1987 /1S0O 1737:1999 Gravimetry (Rose-Gottlieb) I
Evaporated milks Protein ISO 8968-1|IDF 20-1:2001 Kjeldahl, titrimetry |
AOAC 945.48H / AOAC 991.20
Evaporated milks Solids, total IDF 21B:1987 / 1ISO 6731:1989 Gravimetry (drying at 102°C) |
Fermented milks Milk fat IDF 1D:1996 / I1SO 1211:1999 Gravimetry |
AOAC 905.02
Fermented milks - Lactobacillus delbrueckii ISO 7889|IDF 117:2003 Colony count at 37°C |
Yoghurt and yoghurt products subsp bulgaricus &
Streptococcus thermophilus
Fermented milks - Lactobacillus delbrueckii ISO 9232|IDF 146:2003 Test for strain identification |
Yoghurt and yoghurt products subsp bulgaricus &
Streptococcus thermophilus
Fermented milks Dry matter (total solids) ISO 13580|IDF 151:2005 Gravimetry (drying at 102 °C) [
Milk powders and cream powders Milk fat IDF 9C:1987 / ISO 1736:2000 Gravimetry (Rése-Gottlieb) I
Milk powders and cream powders Protein (in MSNF)° ISO 8968-1|IDF 20-1:2001 Titrimetry, Kjeldahl digestion |
Milk powders and cream powders Scorched particles ISO 5739|IDF 107:2003 Visual comparison with standard v
disks, after filtration
Milk powders and cream powders Solubility 1SO 8156|IDF 129:2005 Centrifugation |
Milk powders and cream powders Acidity, titratable IDF 86:1981/ I1SO 6091:1980 Titrimetry, titration to pH 8.4 [
Milk powders and cream powders Water’ ISO 5537|IDF 26:2004° Gravimetry (drying at 102°C) v

Milk fat products

Antioxidants (phenolic)

IDF-165:1993

Reversed phase gradient liquid
chromatography

Milk fat Products

Copper

ISO 5738|IDF 76:2004
AOAC 960.40

Photometry, diethyldithiocarbamate

Milk fat products

Fatty acids, free (expressed as
oleic acid)

ISO 1740|IDF 6:2004

Titrimetry

19 The method has only been validated for milk powders, not for cream powders
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Milk fat products Milk fat IDF 24:1964 Gravimetry (calculation from solids- IV
not-fat and water content)
Milk fat Products Peroxide value (expressed as ISO 3976|IDF 74:2006 Photometry |
meq. of oxygen/kg fat)
Milk fat products Vegetable fat (sterols) ISO 12078|IDF 159:2006 Gas chromatography 1l
ISO 18252|IDF 200:2006 Gas chromatography 1l
Milk fat products Water ISO 5536|IDF 23:2002 Titrimetry (Karl Fischer) 1
Milk fat products (anhydrous milk fat) Peroxide value 1SO 3976|IDF 74:2006 Photometry |
Milk products obtained from Protein ISO 8968-1|IDF 20-1:2001 Titrimetry (Kjeldahl) |
fermented milks heat-treated after AOAC 991.20-23
fermentation
Mozzarella Milk fat in dry matter — with ISO 1735|IDF 5:2004 Gravimetry after solvent extraction v
high moisture
Mozzarella Milk fat in dry matter — with ISO 1735|IDF 5:2004 Gravimetry after solvent extraction v
low moisture
Processed cheese products Citric acid ISO/TS 2963|IDF/RM 34:2006 Enzymatic method v
Processed cheese products Milk fat ISO 1735|IDF 5:2004 Gravimetry |
(Schmid- Bondzynski- Ratzlaff)
Processed cheese products Phosphate, added (expressed IDF 51B:1991 Calculation from phosphorous and v

as phosphorus)

nitrogen content

Processed cheese products Phosphorus IDF 33C:1987 / 1SO 2962:1984 Spectrophotometry (molybdate- 1l
ascorbic acid)

Processed cheese products Salt ISO 5943|IDF 88:2004 Potentiometry (determination of 1l
chloride, expressed as sodium
chloride)

Sweetened condensed milk Milk fat IDF 13C: 1987 /1S0O 1737:1999 Gravimetry (Rose-Gottlieb) I

Sweetened and Condensed Milks Protein 1ISO 8968-1|IDF 20-1:2001 Kjeldahl, titrimetry |

AOAC 945.48H | AOAC 991.20
Sweetened Condensed Milks Solids IDF 15B:1991 / ISO 6734:1989 Gravimetry, drying at 102 °C |
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Whey cheeses by coagulation

Milk fat

ISO 1735|IDF 5:2004

Gravimetry (Schmid-Bondzynski-
Ratzlaff)

Whey cheeses by coagulation

Milk fat in dry matter

ISO 1735|IDF 5: 2004

Gravimetry (Schmid-Bondzynski-
Ratzlaff)

and
ISO 5534|IDF 4:2004 Gravimetry, drying at 102°C v
Calculation from fat contentand dry IV
matter content
Whey cheeses by concentration Milk fat IDF 59A:1986 / 1SO 1854:1999 Gravimetry (Rdse Gottlieb) |
Whey cheeses by concentration Milk fat in dry matter IDF 59A:1986 / ISO 1854:1999 Gravimetry (Roése Gottlieb) |
and |
I1SO 2920|IDF 58:2004 Gravimetry, drying at 88°C |
Calculation from fat content and dry
matter content
Whey powders Ash ISO 5545|IDF 90:2007 Gravimetry, ashing at 825°C v
Whey powders Copper ISO 5738|IDF 76:2004 Photometry (diethyldithiocarbamate) 1l
Whey Powders Lactose ISO 5765-1/2|IDF 79-1/2:2002 Enzymatic method: Part 1 - Glucose I
moiety or Part 2 - Galactose moiety
Whey powders Milk fat IDF 9C:1987 /1SO 1736:2000 Gravimetry (Rose-Gottlieb) I
Whey powders Moisture, "Free" I1SO 2920|IDF 58:2004 Gravimetry (drying at 88 °C £2°C) v
Whey powders Protein (total N x 6.38) IDF 92:1979 / ISO 5549:1978 Titrimetry, Kjeldahl digestion v
Whey powders Water (not including water of 1SO 5537|IDF 26:2004

crystallization of lactose)

AOAC 927.05

Gravimetry




CHANGES TO CODEX STAN 234 PART 1-B, P. 47-48

METHODS OF SAMPLING BY ALPHABETICAL ORDER OF COMMODITY CATEGORIES AND NAMES

Milk and Milk Products Methods of Sampling Notes
Fermented 1SO-707:1997

Creams AOAC968:12

Fermented-Mitks

47
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E. CHANGE OF STATUS IN ENDORSEMENT OF METHODS FOR CONTAMINANTS

COMMODITY PROVISION METHOD PRINCIPLE TYPE
Natural mineral waters Mercury ISO 5666-3:1999 Flameless atomic absorption spectrophotometry I
Food grade salt Arsenic ESPA/CN-E/105-1996 Photometry v
Food grade salt Mercury ESPA/CN-E/106-1994  Cold vapour atomic absorption spectrophotometry v
Food grade salt Cadmium ESPA/CN-E/107-1997  Atomic absorption spectrophotometry v
Food grade salt Lead ESPA/CN-E/108-1994  Atomic absorption spectrophotometry v
All foods (except for cadmium Cadmium and Lead AOAC 986.15 Anodic stripping voltametry 11|

in mineral water, lead in milk,
and lead in fruit juices)™

1 For amendment to CODEX STAN 228-2001 General Codex Methods for Contaminants and to CODEX STAN 234-1999 Recommended Methods of Analysis and Sampling
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ALINORM 08/31/23
APPENDIX IV

DRAFT GUIDELINES FOR SETTLING DISPUTES OVER ANALYTICAL (TEST) RESULTS

(At Step 6 of the Procedure)
1. SCOPE:

These guidelines provide guidance to governments on the procedures to resolve disputes which arise
between food control authorities about the status of a food consignment', when the test results by the
laboratory” in the importing country disagree with test results by the laboratory in the exporting country over
the same lot”.

The basic assumption is that the assessment based on test results made in the importing country disagrees
with the assessment made by the exporting country.

These guidelines only address disputes related to methods of analysis or laboratory performance and do not
address questions of sampling. The procedure examines only the validity of the importing country’s results
on which non-compliance is alleged. It is recognised that disputes may arise from other cause(s), which
should also be investigated*.

These guidelines do not cover microbiological test results.

2. PREREQUISITES/ASSUMPTIONS:
The procedure described in these Guidelines may only be used when:
e Both countries agree on using this guideline;

e laboratories comply with quality assurance provisions and with the Codex Guidelines for the
Assessment of the Competence of Testing Laboratories Involved in the Import and the Export of
Food (CAC-GL 27), and the laboratories have been designated by their respective Competent
Authorities in both the importing and exporting countries;

o at least one representative analytical laboratory sample from the same food lot has been taken by the
Competent Authority at import in accordance with established sampling plans and/or good sampling
practices, where applicable; the laboratory sample has been split into three essentially identical parts
for the purposes of primary analysis and for confirmatory analysis (reserve samples); the split
reserve samples should be kept in a satisfactory condition for the appropriate length of time;

e [laboratories report quantitative analytical results in the form of “a + 2u or a + U” where “a” is the

best estimate of the true value of the concentration of the measurand (the analytical result) and “u” is
the standard uncertainty and “U* (equal to 2u) is the expanded uncertainty. The range “a £ 2u”

! Status of the food consignment depends on the "interpretation" of the test result(s), in the light of measurement

uncertainty, sampling error and the closeness of those test results to the limit. It could still be that the results do not differ
by an amount which is significant, but nevertheless one result indicates conformity, but the other result does not.

2 For the purpose of these guidelines, the word "laboratory" applies to both official and officially recognised
laboratories. An official laboratory would be a laboratory administered by a government agency having jurisdiction
empowered to perform a regulatory or enforcement function or both. An officially recognised laboratory would be a
laboratory that has been formally approved, designated or recognised by a government agency having jurisdiction.

3 As defined in the General Guidelines for Sampling (CAC/GL 50 -2004)
4 Possible reasons for disagreement may include one or several causes such as : the existence, appropriateness and
statistical validity of the sampling plan used to assess the product; the allowances made for normal measurement error and
within-lot product variation; differences in physical sampling procedures; differences in composition of the samples tested
due to product inhomogeneity or changes occurring during storage and/or transport of the product;
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represents a 95% level of confidence where the true value would be found. The value of “U* or
“2u” is the value which is normally used and reported by analysts and is referred to as the
“measurement uncertainty”; it may be estimated in a number of different ways (see Codex
Guidelines on Measurement Uncertainty, CAC/GL 54-2004);

e laboratories report results according to the recommendations given in the Codex Paper “Use of
Analytical Results: Sampling Plans, Relations between the Analytical Results, the Measurement
Uncertainty, Recovery Factors and Provisions in Codex Standards™ (reference required — recently
accepted by CAC for the Procedural Manual).

e laboratories use specific methods of analysis, which have been endorsed by the Codex Alimentarius
Commission (CAC) or use methods of analysis which comply with performance parameters which
have been endorsed by the CAC when they are available. Otherwise, methods must have been
validated according to the requirements of the CAC.]

3. THE RESULTS AND PROCEDURES OF THE LABORATORY OF THE EXPORTING
COUNTRY AND ITS COUNTERPART IN THE IMPORTING COUNTRY ARE COMPARED

The competent authorities have the option to agree on comparison of the background information of the
analysis of the sample. In accordance with relevant Codex Guidelines’, the following information should be
shared between competent authorities of the importing and exporting country to allow comparison of the
results and procedures of the laboratory of the exporting country and its counterpart in the importing country.
The relevant information covers:

e validation status of the methods of analysis used (including method specific sampling and
preparation procedures);

e raw data (including spectral data, calculations, chemical standards used are assessed and are in
order);

e results of repeat analysis;

e internal quality assurance/control (assessment of control charts, sequence of analysis, blank data,
recovery data, uncertainty data, use of appropriate reference standards and materials);

e performance in relevant proficiency testing or collaborative studies;
e official accreditation status of the laboratories

Each competent authority reviews its initial assessment on the basis of the additional information received
from the other in order to recognise the validity of the results of one of the two laboratories (agreement on
conformity or agreement on non conformity).

In this way, the dispute is resolved without further analysis.

4. ANALYSING RESERVE SAMPLES:

If it is established that sample integrity and its chain of custody have not been compromised and there is an
agreement between the respective competent authorities on the following:

1. the analysis of any reserve samples,
2. the timeline, and the time of availability of the sample®

3. The analysis of the reserve sample by either

> See ANNEX to GUIDELINES FOR THE EXCHANGE OF INFORMATION BETWEEN COUNTRIES ON
REJECTIONS OF IMPORTED FOOD (CAC/GL 25-1997): "Where imported food has been rejected on the basis of
sampling and/or analysis in the importing country, details should be made available on request as to sampling and analyticl
methods and test results and the identity of the testing laboratory."

S The dispute shall be solved within the shortest possible time, which should not adversely affect the quality of the
commodity during storage, where appropriate.
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The importing country’s laboratory in the presence of an expert from the exporting
country

OR
A laboratory chosen by the exporting country
4. The methods of analysis to be used by the laboratory,

the test results are compared. If the test results from the two laboratories differ by less than would be
expected from measurement uncertainty of the results (see Annex), the importing country’s original
assessment of the lot shall stand, and the dispute is thus resolved.

If the dispute still exists, the measures outlined in Step 5 of this procedure, using arbitration by a third
laboratory, should be applied.

5. ANALYSIS OF REMAINING RESERVE SAMPLES

Where third reserves of the samples on which the finding of non-conformity was based are available, these
should be analysed by a suitably qualified laboratory agreed on by the two countries, and a final assessment
of conformity is based on the results from this laboratory. Failing agreement on the choice of laboratory the
competent authority of the importing country can select a laboratory. The original results and the results from
the second duplicate tested under Step 4 are discarded. If possible this laboratory should be independent of
the two laboratories whose results were compared in step 4.
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ANNEX

When each laboratory tests only a single reserve sample giving one result the limit A is

A=,U?+U?2

Where U, and U, are the expanded measurement uncertainties of the two laboratories.

When each laboratory tests n samples, the limit for the difference between the two averages is

A=2 (§+Ljuf+(é+Lju§
4 4n 4 4n

Where u, and u, are the standard measurement uncertainties of the two laboratories.

This assumes that the repeatability component of the standard measurement uncertainty u is one half of the
overall measurement uncertainty, as is a commonly used approximation.
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ALINORM 08/31/23
APPENDIX V

PROPOSED DRAFT GUIDELINES ON ANALYTICAL TERMS
(At Step 5 of the Procedure)

INTRODUCTION

The Codex Committee on Methods of Analysis and Sampling has agreed on Analytical Terminology for
Codex use. A number of these terms were previously included in the Codex Procedural Manual. In most
cases terms used in the Procedural Manual were adopted over time with an underlying hierarchy and can be
traced verbatim to specific editions of ISO 3534, the GUM, the VIM, the IUPAC Orange Book or other
international standards already adopted by Codex. Definitions of terms that have changed with newer
editions of the international standards from which they were originally adopted have been updated
preserving the original hierarchy found in the Procedural Manual. In cases where terms have been added in
addition to those originally found in the procedural manual an effort has been made to preserve the
conceptual continuity and relationship of the newer terms with extant ones. These terms, together with the
terms which are included in specific International Protocols/Guidelines already adopted by Codex by
reference are given below.

ANALYTICAL TERMS
The following analytical terms are defined below:

Accuracy

Applicability

Bias

Calibration

Certified reference material

Critical value

Defining (Empirical) method of analysis
Error

Expanded measurement uncertainty
Fitness for purpose

HorRat

Inter-laboratory study

Laboratory performance (Proficiency) study
Limit of detection

Limit of quantification

Linearity

Material certification study

Measurand

Measurement procedure

Measurement uncertainty
Method-performance study
Metrological Traceability

Precision

Quality assurance

Rational method of analysis
Recovery/recovery factors

Reference material

Reference value

Repeatability (Reproducibility)
Repeatability conditions

Repeatability (Reproducibility) limit
Repeatability (Reproducibility) standard deviation
Repeatability (Reproducibility relative standard deviation
Reproducibility conditions

Result

Robustness (ruggedness)



54

Selectivity

Sensitivity

Surrogate

Systematic error
Trueness

True value

Validated range
Validated Test Method
Validation
Verification

The following terms are no longer to be used and so are not defined:

Determination limit
Specificity

DEFINITIONS OF ANALYTICAL TERMS

Accuracy: The closeness of agreement between a test result or measurement result and a reference value.

Notes:
The term “accuracy”, when applied to a set of test results or measurement results, involves a combination of
random components and a common systematic error or bias component'.,

Reference:
ISO Standard 3534-2: Vocabulary and Symbols Part 2: Applied Statistics, ISO, Geneva, 2006

Applicability: The analytes, matrices, and concentrations for which a method of analysis may be used
satisfactorily.

Note:

In addition to a statement of the range of capability of satisfactory performance for each factor, the statement
of applicability (scope) may also include warnings as to known interference by other analytes, or
inapplicability to certain matrices and situations.

Reference:
Codex Alimentarius Commission, Procedural Manual, 17th edition, 2007

Bias: The difference between the expectation of the test result or measurement result and the true value.

Notes:

Bias is the total systematic error as contrasted to random error. There may be one or more systematic error
components contributing to bias. A larger systematic difference from the accepted reference value is
reflected by a larger bias value.

The bias of a measuring instrument is normally estimated by averaging the error of indication over the
appropriate number of repeated measurements. The error of indication is the: “indication of a measuring
instrument minus a true value of the corresponding input quantity”.

In practice the accepted reference value is substituted for the true value.

Expectation is the expected value of a random variable, e.g. assigned value or long term average {ISO 5725-

1}

Reference:
ISO Standard 3534-2: Vocabulary and Symbols Part 2: Applied Statistics, ISO, Geneva, 2006

Calibration: Operation that, under specified conditions, in a first step, establishes a relation between the
values with measurement uncertainties provided by measurement standards and corresponding indications
with associated measurement uncertainties and in a second step uses this information to establish a relation
for obtaining a measurement result from an indication.

Notes:

A calibration may be expressed by a statement, calibration function, calibration diagram, calibration curve,
or calibration table. In some cases it may consist of an additive or multiplicative correction of the indication
with associated measurement uncertainty.

! When applied to a test method, the term accuracy refers to a combination of trueness and precision.
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Calibration should not be confused with adjustment of a measuring system often mistakenly called “self
calibration”, nor with verification of calibration.
Often the first step alone in the above definition is perceived as being calibration.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3™ edition, 2007

Certified reference material (CRM): Reference material accompanied by documentation issued by an
authoritative body and providing one or more specified property values with associated uncertainties and
traceabilities, using valid procedures

Notes:
Documentation is given in the form of a “certificate” (see ISO guide 30:1992).

Procedures for the production and certification of certified reference materials are given, e.g. in ISO Guide
34 and ISO Guide 35.

In this definition, “uncertainty” covers both measurement uncertainty and uncertainty associated with the
value of the nominal property, such as for identity and sequence. “ Traceability covers both metrological
traceability of a value and traceability of a nominal property value.

Specified values of certified reference materials require metrological traceability with associated
measurement uncertainty {Accred. Qual. Assur., 2006}

ISO/REMCO has an analogous definition {Accred. Qual. Assur., 2006} but uses the modifiers metrological
and metrologically to refer to both quantity and nominal properties.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3™ edition, 2007
New definitions on reference materials, Accreditation and Quality Assurance, 10:576-578, 2006

Critical value (Lc): The value of the net concentration or amount the exceeding of which leads, for a given
error probability a, to the decision that the concentration or amount of the analyte in the analyzed material is
larger than that in the blank material. It is defined as:

Pr(L>Lc|L=0)<a

Where L is the estimated value, L is the expectation or true value and L is the critical value.
Notes:

The critical value L. is estimated by

LC = tl-otvso,

Where t,_, is Student's-t, based on v degrees of freedom for a one-sided confidence interval of 1-a and s, is
the sample standard deviation.

If L is normally distributed with known variance, i.e. v = co with the default o of 0.05, L = 1.645s,.

A result falling beow the L triggering the decision “not detected” should not be construed as demonstrating
analyte absence. Reporting such a result as “zero” or as < Lp is not recommended. The estimated value and
its uncertainty should always be reported.

References:
ISO Standard 11843: Capability of Detection-1, ISO, Geneva, 1997
Nomenclature in evaluation of analytical methods, [UPAC, 1995

Defining (Empirical)(conventional) method of analysis: A method in which the quantity measured is
defined by the result found on following the stated procedure.

Notes:
Empirical methods are used for purposes that cannot be covered by rational methods.
Bias in empirical methodsis conventionally zero.

Reference:
Harmonised guidelines for single-laboratory validation of methods of analysis, 2002.
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Error: Measured value minus a reference value

Note:

The concept of measurement ‘error’ can be used both: when there is a single reference value to refer to,
which occurs if a calibration is made by means of a measurement standard with a measured value having a
negligible measurement uncertainty or if a conventional value is given, in which case the measurement error
is not known and if a measurand is supposed to be represented by a unique true value or a set ot true values
of negligible range, in which case the measurement error is not known.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Expanded measurement uncertainty: product of a combined standard measurement uncertainty and a factor
larger than the number one

Notes:

The factor depends upon the type of probability distribution of the output quantity in a measurement model
and on the selected coverage probability.

The term factor in this definition refers to a coverage factor.

Expanded measurement uncertainty is also termed expanded uncertainty.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Fitness for purpose: Degree to which data produced by a measurement process enables a user to make
technically and administratively correct decisions for a stated purpose.

Reference:
Eurachem Guide: The fitness for purpose of analytical methods: A laboratory guide to method validation and
related topics, 1998

HorRat: The ratio of the reproducibility relative standard deviation to that calculated from the Horwitz
equation,

Predicted relative standard deviation (PRSD)g =2C "
HorRat(R) = RSDg/PRSDg ,
HorRat(r) = RSD,/PRSDg ,

where C is concentration expressed as a mass fraction (both numerator and denominator expressed in the
same units).

Notes:

The HorRat is indicative of method performance for a large majority of methods in chemistry.

Normal values lie between 0.5 and 2. (To check proper calculation of PRSDg, a C of 10 should give a
PRSDg of 16%.)

If applied to within-laboratory studies, the normal range of HorRat(r) is 0.3-1.3.

For concentrations less than 0.12 mg/kg the predictive relative standard deviation developed by Thompson
(The Analyst, 2000), should be used.

Reference:

A simple method for evaluating data from an inter-laboratory study, J AOAC, 81(6):1257-1265, 1998

Recent trends in inter-laboratory precision at ppb and sub-ppb concentrations in relation to fitness for
purpose criteria in proficiency testing, The Analyst, 125:385-386, 2000

Inter-laboratory Study: A study in which several laboratories measure a quantity in one or more “identical”
portions of homogeneous, stable materials under documented conditions, the results of which are compiled
into a single document.

Notes:

The larger the number of participating laboratories, the greater the confidence that can be placed in the
resulting estimates of the statistical parameters. The IUPAC-1987 protocol (Pure & Appl. Chem., 66, 1903-
1911(1994)) requires a minimum of eight laboratories for method-performance studies.

Reference:
Codex Alimentarius Commission, Procedural Manual, 16th edition, 2006
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Laboratory-Performance (Proficiency) Study: An inter-laboratory study that consists of one or more
measurements by a group of laboratories on one or more homogeneous, stable, test samples by the method
selected or used by each laboratory. The reported results are compared with those from other laboratories or
with the known or assigned reference value, usually with the objective of improving laboratory performance.

Notes:

Laboratory-performance studies can be used to support laboratory accreditation of laboratories or to audit
performance. If a study is conducted by an organization with some type of management control over the
participating laboratories—organizational, accreditation, regulatory, or contractual—the method may be
specified or the selection may be limited to a list of approved or equivalent methods. In such situations, a
single test sample is insufficient to judge performance.

A laboratory-performance study may be used to select a method of analysis that will be used in a method-
performance study. If all laboratories, or a sufficiently large subgroup, of laboratories, use the same method,
the study may also be interpreted as a method-performance study, provided that the test samples cover the
range of concentration of the analyte.

Laboratories of a single organization with independent facilities, instruments, and calibration materials, are
treated as different laboratories.

Reference:
Codex Alimentarius Commission, Procedural Manual, 17th edition, 2007

Limit of Detection: The true net concentration or amount of the analyte in the material to be analyzed which
will lead, with probability (1-B), to the conclusion that the concentration or amount of the analyte in the
analyzed material is larger than that in the blank material. It is defined as:

Pr(L<Lc|L=Lp) =B

Where L is the estimated value, L is the expectation or true value and L is the critical value.
Notes:

The detection limit L, is estimated by,

Lp = 2t,.4v0, [where o = 3],

Where t,_, is Student's-t, based on v degrees of freedom for a one-sided confidence interval of 1-a and o, is
the standard deviation of the true value (expectation).

Lp = 3.29 o,, when the uncertainty in the mean (expected) value of the blank is neglible, o = 3 = 0.05 and L
is normally distributed with known constant variance. However, Lp is not defined simply as a fixed
coefficient (e.g. 3, 6, etc.) times the standard deviation of a pure solution background. To do so can be
extremely misleading. The correct estimation of Lp must take into account degrees of freedom, o and 3, and
the distribution of L as influenced by factors such as analyte concentration, matrix effects and interference.
This definition provides a basis for taking into account exceptions to simple case that is described, i.e.
involving non-normal distributions and heteroscedasticity (e.g. “counting” (Poisson) processes as those used
for real time PCR).

It is essential to specify the measurement process under consideration, since distributions, ’s and blanks can
be dramatically different for different measurement processes.

At the detection limit, a positive identification can be achieved with reasonable and/or previously determined
confidence in a defined matrix using a specific analytical method.

References:

ISO Standard 11843: Capability of Detection-1, ISO, Geneva, 1997

Nomenclature in evaluation of analytical methods, [UPAC, 1995

Guidance document on pesticide residue analytical methods, Organization for Economic Cooperation and
Development, 2007

Limit of Quantification: A method performance characteristic generally expressed in
terms of the signal or measurement (true) value that will produce estimates having a specified relative
standard deviation (RSD), commonly 10% (or 6%). Lq is estimated by:

LQ = kQ 0Q, kQ: 1/RSDQ
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Where L, is the limit of quantification, G is the standard deviation at that point and kg is the multiplier
whose reciprocal equals the selected RSD. (The approximate RSD of an estimated o, based on v-degrees of
freedom is 1/ \/2\/.)

Notes:

If ¢ is known and constant, then 6o = o,, since the standard deviation of the estimated quantity is
independent of concentration. Substituting 10% in for kq gives:

LQ: (10 * GQ) =10 O,
In this case, the L, is just 3.04 times the detection limit, given normality and a = = 0.05

At the the Lg, a positive identification can be achieved with reasonable and/or previously determined
confidence in a defined matrix using a specific analytical method.

This definition provides a basis for taking into account exceptions to simple case that is described, i.e.
involving non-normal distributions and heteroscedasticity ( e.g. “counting” (Poisson) processes as those used
for real time PCR).

References:

Nomenclature in evaluation of analytical methods, [UPAC, 1995

Guidance document on pesticide residue analytical methods, Organization for Economic Co-operation and
Development, 2007

Linearity: The ability of a method of analysis, within a certain range, to provide an instrumental response or
results proportional to the quantity of analyte to be determined in the laboratory sample. This proportionality
is expressed by an a priori defined mathematical expression. The linearity limits are the experimental limits
of concentrations between which a linear calibration model can be applied with an acceptable uncertainty.

Reference:
Codex Alimentarius Commission, Procedural Manual, 17th edition, 2007

Material-Certification Study: An inter-laboratory study that assigns a reference value (“true value”) to a
quantity (concentration or property) in the test material, usually with a stated uncertainty.

Note:

A material-certification study often utilizes selected reference laboratories to analyse a candidate reference
material by a method(s) judged most likely to provide the least-biased estimates of concentration (or of a
characteristic property) and the smallest associated uncertainty.

Reference:
Codex Alimentarius Commission, Procedural Manual, 17th edition, 2007

Measurand: Quantity intended to be measured.

Notes:

The specification of a measurand requires knowledge of the kind of quantity, description of the state of the
substance carrying the quantity, including any relevant component and the chemical entities involved.

In chemistry, ‘analyte’ or the name of a substance or compound are terms sometime used for measurand.
This usage is erroneous because these terms do not refer to quantities.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Measurement procedure: Detailed description of a measurement according to one or more measurement
principles and to a given measurement method, based on a measurement model and including any calculation
to obtain a result.

Notes:

A measurement procedure is usually documented in sufficient detail to enable an operator to perform a
measurement.

A measurement procedure can include a statement concerning a target measurement uncertainty.

A measurement procedure is sometimes called a standard operating procedure (SOP).

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva.
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Measurement uncertainty: Non-negative parameter characterizing the dispersion of the values being
attributed to a measurand, based on the information used.

Notes:

Measurement uncertainty includes components arising from systematic effects, such as components
associated with corrections and the assigned values of measurement standards, as well as the definitional
uncertainty. Sometimes estimated systematic effects are not corrected for but, instead associated
measurement uncertainty components are incorporated.

The parameter may be, for example, a standard deviation called standard measurement uncertainty (or a
given multiple of it), or the half-width of interval having a stated coverage probability.

Measurement uncertainty comprises, in general many components. Some of these components may be
evaluated by Type A evaluation of measurement uncertainty from the statistical distribution of the values
from a series of measurements and can be characterized by experimental standard deviations. The other
components which may be evaluated by Type B evaluation of measurement uncertainty can also be
characterized by standard deviations, evaluated from assumed probability distributions based on experience
or other information.

In general, for a given set of information, it is understood that the measurement uncertainty is associated with
a stated quality value attributed to the measurand. A modification of this value results in a modification of
the associated uncertainty.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Method-Performance Study: An inter-laboratory study in which all laboratories follow the same written
protocol and use the same test method to measure a quantity in sets of identical test samples. The reported
results are used to estimate the performance characteristics of the method. Usually these characteristics are
within-laboratory and among-laboratories precision, and when necessary and possible, other pertinent
characteristics such as systematic error, recovery, internal quality control parameters, sensitivity, limit of
quantification, and applicability.

Notes:

The materials used in such a study of analytical quantities are usually representative of materials to be
analyzed in actual practice with respect to matrices, amount of test component (concentration), and
interfering components and effects. Usually the analyst is not aware of the actual composition of the test
samples but is aware of the matrix.

The number of laboratories, number of test samples, number of determinations, and other details of the study
are specified in the study protocol. Part of the study protocol is the procedure which provides the written
directions for performing the analysis.

The main distinguishing feature of this type of study is the necessity to follow the same written protocol and
test method exactly.

Several methods may be compared using the same test materials. If all laboratories use the same set of
directions for each method and if the statistical analysis is conducted separately for each method, the study is
a set of method-performance studies. Such a study may also be designated as a method-comparison study.

Reference:
Codex Alimentarius Commission, Procedural Manual, 17th edition, 2007

Metrological Traceability: Property of a result of measurement result whereby the result can be related to a
reference through a documented unbroken chain of calibrations, each contributing to the stated measurement
uncertainty.

Notes:

A reference can be a definition of a measurement unit through its practical realization, or a measurement
procedure including the measurement unit for a non-ordinal quantity, or a measurement standard.
Metrological traceability requires an established calibration hierarchy.

Specification of the reference must include the time at which this reference was used in establishing the
calibration hierarchy, along with any other relevant metrological information about the reference, such as
when the first calibration in the calibration hierarchy was performed.

For measurements with more than one input quantity each of the input values should itself be traceable and
the calibration hierarchy involved may form a branched structure or network. The effort involved in
establishing the metrological traceability for each input value should be commensurate with its relative
contribution to the measurement result.
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Metrological traceability of a measurement result does not ensure that the measurement uncertainty is
adequate for a given purpose or that there is an absence of mistakes.

A comparison between two measurement standards may be viewed as a calibration if the comparison is used
to check and if necessary correct the value and measurement uncertainty of the measurement standards.

The ILAC considers the elements for confirming metrological to be an unbroken metrological traceability
chain to an international measurement standard or a national measurement standard, a documented
procedure, accredited technical competence, metrological to the SI and calibration intervals (see ILAC P-
10:2002)

The abbreviated term ‘traceability’ is sometimes used to mean ‘metrological traceability’ as well as other
concepts, such as sample traceability or document traceability or instrument traceability or material
traceability, where history (trace) is meant. Therefore the full term of metrological traceability is preferred if
there is any risk of confusion.

Reference:

VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva
Harmonized guidelines for internal quality control in analytical chemistry laboratories, 1995

ILAC P-10, 2002

Precision: The closeness of agreement between independent test/measurement results obtained under
stipulated conditions.

Notes:

Precision depends only on the distribution of random errors and does not relate to the true value or to the
specified value.

The measure of precision is usually expressed in terms of imprecision and computed as a standard deviation
of the test results. Less precision is reflected by a larger standard deviation.

Quantitative measures of precision depend critically on the stipulated conditions. Repeatability and
reproducibility conditions are particular sets of extreme conditions.

Intermediate conditions between these two extreme conditions are also conceivable, when one or more
factors within a laboratory (intra-laboratory- e.g. the operator, the equipment used, the calibration of the
equipment used, the environment, the batch of reagent and the elapsed time between measurements) are
allowed to vary and are useful in specified circumstances.

Precision is normally expressed in terms of standard deviation.

Reference:
ISO Standard 3534-2: Vocabulary and Symbols Part 2: Applied Statistics, [ISO, Geneva, 2006

ISO Standard 5725-3: Accuracy (trueness and precision) of measurement methods and results Part 3:
Intermediate measures of the precision of a standard measurement method, ISO, Geneva, 1994.

Quiality assurance: All those planned and systematic actions necessary to provide adequate confidence that
analytical results will satisfy given requirements for quality.

Reference:
Harmonized guidelines for internal quality control in analytical chemistry laboratories, 1995

Rational method of analysis: A method that determines an identifiable chemical(s) or analytes(s) for which
there may be several equivalent methods of analysis available.

Reference:
Harmonized guidelines for the use of recovery information in analytical measurement, 1998

ISO/IEC Guide 17025:2005: General requirements for the competence of calibration and testing laboratories,
ISO, Geneva, 2005

Recovery / recovery factors: Proportion of the amount of analyte, present in, added to or present in and
added to the analytical portion of the test material, which is extracted and presented for measurement.

Notes:

Recovery is assessed by the ratio R = Cqps / C rer 0f the observed concentration or amount Cops obtained by
the application of an analytical procedure to a material containing analyte at a reference level Cp .

Cret will be: (a) a reference material certified value, (b) measured by an alternative definitive method, (c)
defined by a spike addition or (d) marginal recovery.
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Recovery is primarily intended for use in methods that rely on transferring the analyte from a complex
matrix into a simpler solution, during which loss of analyte can be anticipated.

Reference:
Harmonized guidelines for the use of recovery information in analytical measurement, 1998
Use of the terms “recovery” and “apparent recovery” in analytical procedures, 2002

Reference material: Material, sufficiently homogeneous and stable with respect to one or more specified
properties, which has been established to be fit for its intended use in a measurement process or in
examination of nominal properties.

Notes:

Examination of a nominal property provides a nominal property value and associated uncertainty. This
uncertainty is not a measurement uncertainty.

Reference materials with or without assigned values can be used for measurement precision control whereas
only reference materials with assigned values can be used for calibration and measurement trueness control.
Some reference materials have assigned values that are metrologically traceable to a measurement unit
outside a system of units. In a given measurement, a given reference material can only be used for either
calibration or quality assurance.

The specification of a reference material should include its material traceability, indicating its origin and
processing. {Accred. Qual. Assur., 2006}

ISO/REMCO has an analogous definition that uses the term measurement process to mean examination
which covers both measurement of a quantity and examination of a nominal property.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva
New definitions on reference materials, Accred. Qual. Assur., 10:576-578, 2006

Reference value: Quantity value used as a basis of comparison with values of quantity of the same kind.

Notes:
A reference quantity value can be a true quantity value of a measurand, in which case it is unknown, or a
conventional quantity value in which case it is known.

A reference quantity value with an associated measurement uncertainty is usually provided with reference to

a) amaterial, e.g. a certified reference material
b) areference measurement procedure
¢) acomparison of measurement standards.

Rerefence:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Repeatability (Reproducibility): Precision under repeatability (reproducibility) conditions.

Reference:

ISO 3534-1 Statistics, vocabulary and symbols-Part 1: Probability and general statistical terms, ISO, 1993
ISO Standard 78-2: Chemistry — Layouts for Standards — Part 2: Methods of Chemical Analysis, 1999)
Codex Alimentarius Commission, Procedural Manual, 17th edition, 2007

AOAC International methods committee guidelines for validation of qualitative and quantitative food
microbiological official methods of analysis, 2002.

Repeatability conditions: Observation conditions where independent test/measurement results are obtained
with the same method on identical test/measurement items in the same test or measuring facility by the same
operator using the same equipment within short intervals of time.

Note:

Repeatability conditions include: the same measurement procedure or test procedure; the same operator; the
same measuring or test equipment used under the same conditions; the same location and repetition over a
short period of time.

Reference:
ISO Standard 3534-2: Vocabulary and Symbols Part 2: Applied Statistics, [ISO, Geneva, 2006
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Repeatability (Reproducibility) limit: The value less than or equal to which the absolute difference between
final values, each of them representing a series of test results or measurement results obtained under
repeatability (reproducibility) conditions may be expected to be with a probability of 95%.

Notes:

The symbol used is r [R]. {ISO 3534-2}

When examining two single test results obtained under repeatability (reproducibility) conditions, the
comparison should be made with the repeatability (reproducibility) limit, r [R] = 2.8cr[R]. {ISO 5725-6,
4.1.4}

When groups of measurements are used as the basis for the calculation of the repeatability (reproducibility)
limits (now called the critical difference), more complicated formulae are required that are given in ISO
5725-6: 1994, 4.2.1 and 4.2.2.

Reference:

ISO Standard 3534-2: Vocabulary and Symbols Part 2: Applied Statistics, ISO, Geneva, 2006

ISO 5 725-6 “Accuracy (trueness and precision) of a measurement methods and results—Part 6: Use in
practice of accuracy value”, ISO, 1994

Codex Alimentarius Commission, Procedural Manual, 17th edition, 2007

Repeatability (reproducibility) standard deviation: Standard deviation of test results or measurement results
obtained under repeatability (reproducibility) conditions.

Notes:
It is a measure of the dispersion of the distribution of the test or measurement results under repeatability
(reproducibility) conditions.

Reference:
ISO Standard 3534-2: Vocabulary and Symbols Part 2: Applied Statistics, ISO, Geneva, 2006

Repeatability (reproducibility) relative standard deviation: RSD,r; is computed by dividing the
repeatability (reproducibility) standard deviation by the mean.

Note:

Relative standard deviation (RSD) is a useful measure of precision in quantitative studies.

This is done so that one can compare variability of sets with different means. RSD values are independent of
the amount of analyte over a reasonable range and facilitate comparison of variabilities at different
concentrations.

The result of a collaborative test may be summarized by giving the RSD for repeatability (RSDr) and RSD
for reproducibility (RSDR).

Reference:
AOAC International methods committee guidelines for validation of qualitative and quantitative food
microbiological official methods of analysis, 2002.

Reproducibility conditions: Observation conditions where independent test/measurement results are
obtained with the same method on identical test/measurement items in different test or measurement
facilities with different operators using different equipment.

Reference:
ISO Standard 3534-2: Vocabulary and Symbols Part 2: Applied Statistics, ISO, Geneva, 2006

Result: Set of values being attributed to a measurand together with any other available relevant information

Notes:

A result of measurement generally contains ‘relevant information’ about the set of values, such that some
may be more representative of the measurand than others. This may be expressed in the form of a probability
density function.

A result of measurement is generally expressed as a single measured value and a measurement uncertainty. If
the measurement uncertainty is considered to be negligible for some purpose, the measurement result may be
expressed as a single measured value. In many fields, this is the common way of expressing a measurement
result.

In the traditional literature and in the previous edition of the VIM, result was defined as a value attributed to
a measurand and explained to mean an indication or an uncorrected result or a corrected result according to
the context.
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Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Robustness (ruggedness): A measure of the capacity of an analytical procedure to remain unaffected by
small but deliberate variations in method parameters and provides an indication of its reliability during
normal usage

Reference:

ICH Topic Q2 Validation of Analytical Methods, the European Agency for the Evaluation of Medicinal
Products: ICH Topic Q 2 A - Definitions and Terminology (CPMP/ICH/381/95), 1995

Harmonized guidelines for single laboratory validation of methods of analysis, Pure and Appl. Chem., 2002.

Selectivity: Selectivity is the extent to which a method can determine particular analyte(s) in a mixture(s) or
matrice(s) without interferences from other components of similar behaviour.

Note:

Selectivity is the recommended term in analytical chemistry to express the extent to which a particular
method can determine analyte(s) in the presence other components. Selectivity can be graded. The use of the
term specificity for the same concept is to be discouraged as this often leads to confusion.

Reference:

Selectivity in analytical chemistry, [IUPAC, Pure Appl Chem, 2001

Codex Alimentarius Commission, Alinorm 04/27/23, 2004

Codex Alimentarius Commission, Procedural Manual, 17th edition, Food and Agriculture Organization of
the United Nations, World Health Organization, 2007.

Sensitivity: Quotient of the change in the indication of a measuring system and the corresponding change in
the value of the quantity being measured.

Notes:

The sensitivity can depend on the value of the quantity being measured

The change considered in the value of the quantity being measured must be large compared with the
resolution of the measurement system.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Surrogate: Pure compound or element added to the test material, the chemical and physical behavior of
which is taken to be representative of the native analyte.

Reference:
Harmonized guidelines for the use of recovery information in analytical measurement, 1998

Systematic error: Component of measurement error that in replicate measurements remains constant or
varies in a predictable manner.

Notes:

A reference value for a systematic error is a true quantity value, or a measured value of a measurement
standard of neglible measurement uncertainty, or a conventional value.

Sytematic error and its causes can be known or unkown. Acorrection can be applied to compensate for a
known systematic error.

Systematic error equals measurement error minus random measurement error.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3™ edition, 2007

Trueness: The closeness of agreement between the expectation of a test result or a measurement result and
the true value

Notes:

The measure of trueness is usually expressed in terms of bias.

Trueness has been referred to as “accuracy of the mean”. This usage is not recommended.

In practice the accepted reference value is substituted for the true value.

Expectation is the expected value of a random variable, e.g. assigned value or long term average {ISO 5725-

1}
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Reference:

ISO Standard 3534-2: Vocabulary and Symbols Part 2: Applied Statistics, ISO, Geneva, 2006

ISO Standard 5725-1: Accuracy (trueness and precision) of measurement methods and results, Part 1:
General principles and definitions, ISO, Geneva, 1994.

True value: Quantity value consistent with the definition of a quantity.

Notes:

In the error approach to describing measurement, a true quantity value is considered unique and in practice
unknowable. The uncertainty approach is to recognize that, owing to the inherently incomplete amount of
detail in the definition of quantity, there is not a single true quantity value, but rather a set of quantity values
consistent with the definition of a quantity. However, this set of values is, in principle and in practice
unknowable. Other approaches dispense altogether with the concept of true quantity value and rely on the
concept of metrological compatibility of measurement results for assessing their validity.

When the definitional uncertainty associated with the measurand is considered to be negligible compared to
the other components of the measurement uncertainty the measurand may be considered to have an
essentially “unique” true value.

Reference:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Validation: Verification, where the specified requirements are adequate for an intended use.
References:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva

Validated Test Method: An accepted test method for which validation studies have been completed to
determine the accuracy and reliability of this method for a specific purpose.

Reference:
ICCVAM Guidelines for the nomination and submission of new, revised and alternative test methods, 2003

Validated range: That part of the concentration range of an analytical method which has been subjected to
validation.

Reference
Harmonized guidelines for single-laboratory validation of methods of analysis, 2002

Verification: Provision of objective evidence that a given item fulfills specified requirements.

Notes:

When applicable method uncertainty should be taken into consideration.

The item may be e.g. a process, measuring procedure, material, compound or measuring system.

The specified requirement may be that a manufacturer’s specifications are met.

Verification in legal metrology, as defined in VIM and in conformity assessment in general pertains to the
examination and marketing and/or issuing of a verification certificate for a measuring system.

Verification should not be confused with calibration. Not every verification is a validation.

In chemistry, verification of the identity of the entity involved or of the activity, requires a description of the
structure and properties of that entity or activity.

References:
VIM, International vocabulary for basic and general terms in metrology, 3" Edition, 2007, ISO, Geneva
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