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INTRODUCTION

The Codex Committee on Methods of Analysis and Sampling (CCMAS) held its 40" Session in Budapest,
Hungary, from 27 to 31 May 2019, at the kind invitation of the Government of Hungary. The Session was
chaired by Dr. Attila Nagy, director, National Food Chain Safety Office (NFCSO) and Dr Andrea Zentai, Food
Safety Analyst (NFCSO), acted as the Vice-Chairperson. The Session was attended by 49 Member countries
and 1 Member organization and 12 observer organizations. A list of participants is given in Appendix I.

OPENING OF THE SESSION

The Session was opened by Dr Marton Oravecz, President of the National Food Chain Safety Office who
welcomed delegates to Hungary. Dr. Marton Oravecz, reminded the Committee of the importance of Codex
standards considering global food trade and rapid development of food technologies, furthermore, the
importance of accuracy and elaboration of data, and wished the Committee successful deliberations. Ms. Mary
Kenny, Regional Office for Europe and Central Asia (REU) of the Food and Agriculture Organization of the
United Nations (FAQO) and Dr. Ledia Lazeri, Regional Office for Europe of World Health Organization (WHO)
also addressed the Committee.

Division of Competence'

CCMAS noted the division of competence between the European Union and its Member States, according to
paragraph 5, Rule Il of the Rules of Procedure of the Codex Alimentarius Commission.

ADOPTION OF THE AGENDA (Agenda Item 1)?
CCMAS adopted the Provisional Agenda with the addition under Iltem 9, “Other Business and Future work” of
CCMAS Nodal Committee for all analytical methods with Codex provisions (IAM). 3

MATTERS REFERRED TO THE COMMITTEE BY THE CODEX ALIMENTARIUS COMMISSION AND
OTHER SUBSIDIARY BODIES (Agenda ltem 2)*

CCMAS noted the matters were for information only.
Sampling plans related to histamine food safety in fish commodities

CCMAS welcomed the information that CCFH would take into consideration of the revision of CXG 50-2004
when they consider the sampling plans of histamine in fish commodity.

A delegation also pointed out that the challenge faced by CCFH on achieving a balance between consumer
protection, feasibility and practicability was a risk management decision that should be taken by CCFH and
not CCMAS.

Food integrity and food authenticity

A delegation drew the attention of the Committee to the Food Authenticity Network and offered to share further
information with interested delegates.

ENDORSEMENT OF METHODS OF ANALYSIS AND SAMPLING PLANS FOR PROVISIONS IN CODEX
STANDARDS (Agenda Item 3)3

CCMAS considered the recommendations on methods of analysis proposed for endorsement and other related
matters as presented in CRD2. CCMAS agreed with some of the recommendations of the PWG that met prior
to the plenary session and made the following amendments or recommendations. All decisions are presented
in Appendix II.

Committee on Nutrition and Foods for Special Dietary Uses (CCNFSDU)

Methods of analysis for provisions in the Standard for Infant Formula and Formulas for Special Medical
Purposes Intended for Infants (CXS 72-1981)

CCMAS agreed to:

1 CRD1

2 CX/MAS 19/40/1
3 CRD4

4 CX/MAS 19/40/2
5

CX/MAS 19/40/3; CX/IMAS 19/40/3-Add.1; CX/MAS 19/40/3-Add.2; CX/MAS 19/40/3-Add.3; CRD2 (Report of the
PWG on endorsement); CRD5 (AOAC, ISO and IDF); CRD6 (AOAC/IDF/ISO and IDF/ISO); CRD14 (EU); CRD15
(Uruguay); CRD16 (Kenya); CRD17 (AACC-AOAC); CRD18 (Ghana); CRD19 (ISO); CRD23 (Argentina)
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e also endorse the AOAC 2011.14 /1SO 15151 | IDF 229 as a Type Il method for calcium, copper, iron,
magnesium, manganese, phosphorous, potassium, sodium and zinc, but that the methods should be
referred to CCNFSDU for their concurrence before submission to CAC for adoption;

e recommend that CCNFSDU:

o consider establishing numerical method performance criteria for calcium, copper, iron,
magnesium, manganese, phosphorous, potassium, sodium and zinc, and identify appropriate
methods that meet the criteria; and

o consider whether the methods for Vitamin K in follow-up formula currently in CXS 234 (AOAC
999.15 / EN 14148) should be replaced by the methods just endorsed as a Type || methods
for infant formula (i.e. AOAC 2015.09 / ISO 21446).

CCMAS noted that there were questions about the applicability of ISO 8070 | IDF 119 to infant formula and
whether typing as Type Il or Type IV was appropriate and that the PWG had retained the methods as Type
I, but should be reviewed either during the establishment of method performance criteria by CCNFSDU or at
CCMAS41. Similarly questions on other methods for minerals (e.g. AOAC 985.35) arose and the same
approach would be followed as for ISO 8070 | IDF 119.

Committee on Spices and Culinary Herbs (CCSCH)

Methods of analysis in standards for dried or dehydrated garlic, dried oregano, dried root, rhizomes and bulbs
— dried or dehydrated ginger, dried basil, dried floral parts — dried cloves, and saffron

CCMAS did not endorse the methods of analysis submitted by CCSCH, and noted that several methods were
submitted for endorsement as Type | methods, even though the methods were not identical. CCMAS agreed
on the selections of methods of analysis proposed by the PWG as possible examples for consideration by
CCSCH in their reconsideration of methods of analysis. These recommendations were similar to those
previously endorsed for other standards developed by CCSCH.

CCMAS agreed that CCSCH should note:

e The provisions such as total ash and acid insoluble ash, and volatile oils (plus other chemical
characteristic provisions) were listed as “on dry basis” in the standard(s) and therefore this must be
captured in the provision in CXS 234 and requires a calculation from a determination of moisture prior
to ashing or volatile oil determinations. These steps must be captured in CXS 234.

e It was important to establish and utilize consistent provisions and terminology when possible. For
example: either ‘mammalian excreta” or “excreta mammalian” should be selected. It was noted that
mammalian excreta was used in previous CCSCH tables and endorsed by CCMAS.

o Similarly, “extraneous matter” and “extraneous vegetable matter” seems to be used interchangeably
and requires clarification.

¢ Inthe draft standard(s) the specification for mammalian excreta is established on a w/w basis (mg/kg),
while in the methods it referred to units of particle/w (particle/10g) for AOAC 993.27.

e References to methods, including formatting and hyperlinks need to be consistent to ensure that the
correct methods are being referenced.

The Committee encouraged delegations to CCMAS to liaise with their counterparts to CCSCH on methods of
analysis, India as the lead country on spices and culinary herbs in both Codex and ISO to better coordinate
work on methods of analysis for these products, and that equally the Codex Secretariat should ensure that
guidance is given to CCSCH on how to present methods of analysis for endorsement taking into account the
guidance provided in the Procedural Manual.

Committee on Fats and Oils (CCFO)
Methods of analysis for acid value and free fatty acids for virgin palm oil and crude palm kernel oil

CCMAS noted the explanation provided by the Observer from AOCS that the three methods ISO 660 / AOCS
Cd 3d-63/ AOCS Ca 5a-40 could be used to calculate both acid value and free fatty acids. Each of the methods
used an alkali titrant and indicators that change colour as the pH changes. He reported that AOCS 5a-40 used
an indicator that comes closest to neutral pH and the same applied to ISO 660. The Observer further noted
that while the methods might not fully meet the definition for “identical’, from the chemical point of view, they
could be considered identical and would provide the same result. Based on this explanation, CCMAS agreed
to endorse the three methods for both acid value and free fatty acids.
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Dairy Workable Package

CCMAS agreed with the recommendations as proposed by the PWG. CCMAS noted that for several provisions
in milk and milk product commodities that require calculation using for example, total solids content, fat content,
protein content, dry matter content, the addition of methods for these determinations would be considered
editorial in nature in order to avoid giving the impression that the methods for the provisions had been reviewed
for their fithess for purpose. These methods were contained in the table for further review and update in the
next round of review of the dairy workable package.

Concerns were raised on the inclusion of ISO 5537 | IDF 26 as the methodology required for determination of
moisture was sophisticated, was limited to do analysis in powders, and that other methods were available for
such determinations for which validation data were available. To address this concern, CCMAS agreed to
request that the further review of methods for moisture should be applicable to all milk and milk products.
Further consideration would be given to ISO 5537 | IDF 26 method in the next round of the review of the dairy
workablepackage and the table listing those methods requiring review was amended accordingly.

Discussion was also held on the appropriateness to retype the methods for determination of lead in certain
commodities as Type IV, noting that these methods were not fit for purpose. It was proposed that the methods
should be retained as Type Il while it was further reviewed during the next round of review of the dairy workable
package or that CCCF should be requested to establish methods performance criteria. However, it was noted
that retaining the methods as Type Il would give the impression that the methods were fully validated and not
give tentative results. Retyping the methods to Type IV would signal to the analyst that the results were
tentative. Further consideration would be given to these methods in the next round of the review of the dairy
workable package.

CCMAS agreed to the recommendation to retype the methods for lead as Type 1V, that further consideration
of these methods would be given in the review of the dairy workable package and to keep CCCF informed of
this discussion in relation to decision taken on CXS 228 (see Agenda item 9).

CCMAS noted the concern that the method for milk fat purity, ISO 17678 | IDF 202, was not fit for purpose and
not applicable to all milk products. The Observer from IDF informed the Committee that while the method
included some restrictions, it was still fit for purpose and that further consideration of the method could be
done in the next round of discussions on the review of the remaining dairy package.

CCMAS further agreed to add the methods for peroxide value in milkfat products, milkfat purity in milkfat
products and butter and dairy spreads to the table on future review.

A recommendation was made for the endorsement of an ELISA method for the detection of melamine in milk
and milk products. CCMAS noted that melamine in milk and milk products methods would be considered in a
future review and encouraged the submission of validated methods and appropriate performance data for
consideration at CCMAS41.

Cereals, pulses and legumes workable package

CCMAS agreed to refer the proposal for methods of analysis for gluten free as presented in CX/MAS 19/40/3
Add.2 to CCNFSDU for their consideration.

The Observer from AOECS supported that consideration and discussion should take place in CCNFSDU and
highlighted the importance not to change the commodity “gluten-free foods”. Additional to special gluten-free
dietary products, the claim “gluten-free” was also permitted for foods for normal consumption in the Standard
for foods for special dietary use for persons intolerant to gluten (CXS 118-1979) (section 4.3) and in several
national food legislations. The gluten-free market was increasing rapidly in the world trade, therefore it was
essential for avoiding health problems of coeliacs and trade barriers to use the same and most reliable method
for gluten determination.

CCMAS also noted a comment that CCNFSDU should consider a general reference to CXS 234 in section 5
on methods of analysis in Standard for foods for special dietary use for persons intolerant to gluten (CXS 118-
1979), in accordance with the Procedural Manual.

CCMAS further agreed that the methods for “gluten free” would not be considered in the continued review of
the methods of analysis in the cereals, pulses and legumes workable package.

Fats and Oils Workable Package

CCMAS noted that the review of the workable package on fats and oils would continue and that the table of
methods presented in CX/MAS 19/40/3 Add.3 would serve as basis for this further consideration.
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Conclusion
CCMAS agreed:

i. To establish an EWG chaired by USA and co-chaired by New Zealand working in English to continue
with the review of the dairy workable package and to work in close coordination with the relevant
SDOs.

ii. To establish an EWG chaired by the Netherlands working in English, to review the fats and oils
workable package, using CX/MAS 19/40/3 Add.3 as the basis for the review, and to work in close
coordination with the relevant SDOs.

iii. The AACCI with assistance from AOAC and ISO would continue working on the cereals, pulses and
legumes working packages and present reports (or preliminary reports) for consideration by the next
session.

iv.  To establish the PWG on endorsement, chaired by USA and co-chaired by Australia, working in
English, to meet immediately prior to the next session to consider all methods of analysis and sampling
submitted for endorsement by Codex Committees, including the proposals on the workable packages:
dairy, fats and oils, and cereals, pulses and legumes.

GUIDANCE ON ENDORSEMENT (Agenda Item 4)®

The United States of America, as Chair of the EWG, introduced the item and recalled the background to the
work, outlined the process followed by the EWG and informed the Committee that a draft Guidance was
presented in Appendix | of CX/MAS 19/40/4. The proposed Guidance used the Procedural Manual as a
framework, and intended to capture and clarify the current CCMAS process and provide guidance on the
outcome of definitions/decisions based on past CCMAS practices. However, key outstanding questions
needed to be addressed in order to finalise the Guidance.

The Committee agreed to consider the outstanding questions identified by the EWG.

Definition of identical

CCMAS noted that there was still confusion on how available validation data influences whether two methods
could be defined as identical and that clarity around the use of validation data was necessary. CCMAS agreed
that while equivalent validation data (i.e. same matrices had been used during validation) for two identical
methods was preferable, the lack of such equivalent data did not in itself prevent the methods from being
identical.

CCMAS noted that the proposed definition was too restrictive and not practical, and if the current definition
were used, many methods with a long history of use in trade would be removed from CXS 234 which could
have ramifications for international trade.

CCMAS agreed that a more flexible nuanced definition should be developed (See para 50).

Type Il method when no Type |l exists / designation of multiple Type Ill methods

CCMAS noted that the Procedural Manual stipulates that Type Il methods should be selected from Type llI
methods which would imply that a method cannot be endorsed directly as a Type |l because it must first be
adopted as a Type lll before it can be “selected from Type Il methods”.

CCMAS agreed that it was not the intention of the Procedural Manual that methods must be adopted as Type
Il methods before they can be considered for endorsement as Type Il. CCMAS noted that the Committee had
been endorsing methods directly as Type I, since the definitions of method Type were developed.

CCMAS also discussed the statement in the draft Guidance Document “Type /Il methods cannot exist without
a Type Il method”. Some delegates had supported this idea, while others had expressed concern that a method
which meets the definition for Type Illl might still not be suitable as the Type Il reference method, perhaps due
to equipment supply issues or environmental concerns.

CCMAS agreed that the statement “Type /Il methods cannot exist without a Type Il method” should remain in
the document and that if a method was not yet appropriate as a Type I, then it could be endorsed as a Type
IV, until all concerns about the method were addressed.

6 CX/MAS 19/40/4; CRD8 (ROK); CRD12 (Thailand); CRD14 (EU); CRD16 (Kenya); CRD18 (Ghana); CRD27
(revised comprehensive guidance for the process of submission, consideration and endorsement of methods for
inclusion in CXS 234)
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CCMAS noted that when there are multiple Type Ill methods it was unclear what criteria were used to
determine which method should be endorsed as Type Il. The Committee also noted that it was unclear how
often and in what situations, the selection of a Type Il method from multiple Type Il methods occurs. In view
of this, CCMAS agreed that Switzerland would prepare a discussion paper to investigate the extent of the
problem with multiple Type Ill methods in CXS 234 and consider the need and feasibility to establish criteria
to assist with the selection of a Type Il method from multiple Type Ill methods.

Methods without specification in a Codex standard

The Committee noted that the “General Criteria for the Selection of Methods of Analysis” in the Procedural
Manual was not specific to “provision” but was more wide ranging in stating “All proposed methods of analysis
must have direct pertinence to the Codex standard to which they are directed’, however, in past discussions
in the Committee, CCMAS had focused on the idea that there must be a provision in a standard in order to
have a method listed in CXS 234. If a strict application of “provision” were applied, it could result in methods
of analysis being removed from CXS 234 as they could not be linked to specific provisions in commodity
standards.

The Secretariat clarified that the Procedural Manual did refer to identifying methods for provisions (see section
Relations between Commodity Committees and General Subject Committee), but at no point did it refer to
specific numerical provisions. She also noted that the Committee should proceed with caution especially in
the review of methods coming from committees adjourned sine die as there might have been a rationale for
the decisions at the time and simple removal of methods from CXS 234 could have implications for trade, and
that it was necessary to first research and understand the background of the decisions. In future, it might be
easier to link the proposals for methods with particular provisions (numerical or not) in standards.

The Committee agreed to apply the more wide-ranging statement from the Procedural Manual that methods
must have a direct pertinence to the Codex standard to which they are directed; and that it should not be
necessary to have a numerical provision to endorse a method noting that there were situations where a specific
numerical provision might not be in a standard as was the case for determining authenticity of fruit juices.

Section 3.2 iiia. “It is not the role of CCMAS delegates to research the methods and determine if the method
is fit for purpose, since this is the role of SDOs”

The Committee agreed that SDOs should provide information on methods to assist CCMAS to take the
necessary decisions. The Committee further noted that the way information was provided in CRD5 was
appropriate and should be used as a template for the future provision of information by SDOs. It was further
noted that all documents should be made available at least 2 months prior to a session to allow sufficient time
for consideration and consultation.

Changing Type | methods to Type IV

The Committee agreed that for current methods in CXS 234 it would not be practical to convert these methods
to Type IV as it would have implications for trade. An observer noted that many of these methods were
developed many years ago and providing validation data for such old methods would be problematic, and it
would be difficult to get collaborative tests for these old methods. He noted that SDOs generally develop
methods because trade organisations require such methods to be useful for international trade.

A delegation pointed out that concerns on retyping to Type IV were not warranted as Type IV methods could
also be used for dispute settlement, if they were agreed by concerned parties. However, another delegation
pointed out that if Type | methods were converted to Type IV in cases where there was no validation data then
there would be no method to turn to in the case of a dispute.

Some other delegations pointed out that the PM did not address this issue adequately and that more reflection
was needed on how to address this in the Procedural Manual. They further pointed out that they had validation
data which could be submitted for review.

The Committee agreed that at this stage it would consider this matter on a case by case basis when
considering the workable packages, recalling the decision taken at CCMAS39 that “a general rule to extend
or not extend the typing was not appropriate because the decision would depend on matrices involved as well
as the analytical procedure. The typing determination should therefore be based on a case-by-case basis.”
(REP18/MAS, para 26)

It would also be up to SDOs to provide information and that weight should be given to their view.
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Submission of methods of analysis to CCMAS when there is an active Codex Committees

CCMAS noted that when there are active Codex committees, methods of analysis should ideally be submitted
to CCMAS by such active committees either through the “matters referred” or “methods for endorsement”
items. However, if proposals were made directly to CCMAS, a recommendation should be made to the active
committee for their agreement before submitting such methods to the Commission for adoption unless the
changes were of editorial nature. The Committee was also reminded of a decision taken at CCMAS37
(REP16/MAS appendix IV) on an internal CCMAS process for methods of analysis updating and in this process
it was agreed that active committees should be consulted.

Guidance on endorsement and template for information

CCMAS considered a revised guidance document (CRD27) and template for submission of information
(CRD28) based on the agreements taken on the outstanding questions above.

In addition to editorial corrections, CCMAS agreed to further amend the definition for “identical” to explain that
in cases where a standard contains multiple approaches to the determination but which are not separately
identified, comparison with a second method with more prescriptive details will be carried out on a case by
case basis to determine if the two methods may be considered identical. CCMAS also agreed to the removal
of the term and definition of “mutually exclusive”, noting that by capturing the necessary information in the
commodity description (e.g. Cottage Cheese (for samples containing lactose up to 5%)) the methods are no
longer listed in the same row, thus making a “mutually exclusive” identifier unnecessary.

Conclusion
CCMAS agreed:

i. to publish the guidance on endorsement including the template for submission of information as an
Information Document for internal use by CCMAS (Appendix V); and

i. the document would be a living document that could be revised if issues arose during the use of the
guidance on endorsement.

REVISION OF THE CODEX GENERAL STANDARD FOR METHODS OF ANALYSIS AND SAMPLING
(CXS 234-1999): PREAMBLE AND STRUCTURE (Agenda Item 5)7

Brazil, as Chair of the EWG, and also on behalf of Uruguay as co-Chair, introduced the item and summarized
the key points of discussion and revisions made to the preamble and structure in the PWG held prior to the
plenary based on written comments submitted to this Session and discussions in the PWG, for example.

e The Preamble states that all Codex methods can be used for any purpose (including trade disputes
when relevant parties agree).

e The definitions are limited to those strictly necessary for the purposes of CXS 234 and cross-
references to relevant Codex texts are used for other definitions such as for types of methods of
analysis for consistency.

e The term “attribute” is a broader term to define provisions in Codex standards associated to a methods
of analysis.

e The revised structure of CXS 234 lists all methods of analysis in the same table and uses hyperlinks
to display those Codex methods (CX/RM) that should be described in the CXS 234 and method
performance criteria (MPC) associated to a provision in a Codex standard.

e The searchable database on methods of analysis and sampling will be developed by the Codex
Secretariat and be available on the Codex website. The database will generate a printable version of
CXS 234 and the information document (INF/DOC). The latter would be updated by the Host Country
Secretariat and be made available at each session of CCMAS for consultation in particular when
considering matters related to CXS 234 such as endorsement of methods of analysis and sampling.

The EWG Chair invited CCMAS to consider the preamble and structure as revised by the PWG and presented
in CRD3. CCMAS concurred with this proposal and made the following additional comments and decisions:

Introduction
CCMAS agreed with the introduction as proposed by the PWG.

7 CL 2019/15-MAS; CX/MAS 19/40/5; CX/MAS 19/40/5-Add.1 (Canada, Ecuador, Egypt, Norway, Peru and
Switzerland); CRD9 (New Zealand, EU, Mexico, Thailand, ROK); CRD13 (India); CRD16 (Kenya); CRD18 (Ghana)
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Part I: Preamble

CCMAS agreed with the scope and definitions as proposed by the PWG.
Part |I: Structure of CXS 234

CCMAS agreed with the structure of CXS 234 as proposed by the PWG.

CCMAS agreed and made some revisions to Section | to improve the clarity and accuracy of the text. No
changes were made to Sections Il and IlI.

In particular for Section I, CCMAS agreed to delete the reference to the situation of separate lines under the
commodity column where two or more methods were required to cover the full range of values as mutually
exclusive methods were no longer considered in CXS 234. In addition, the square brackets around the
description of the methods (e.g. identical methods) were removed in view of the agreed definitions for methods
as described in the guidance document for endorsement of methods of analysis (see Agenda ltem 4).

Explanatory examples

CCMAS agreed to delete the examples on situations covered under Sections | — lll as not necessary.
Other matters

CCMAS noted the offer of the USA to develop a prototype database using the dairy workable package as a
basis for the next session. This would aid the Committee in visualising the future database and its features.

Conclusion

CCMAS agreed to forward the Preamble and structure of CXS 234 to CAC42 for adoption at Step 5/8
(Appendix III).

REVISION OF THE GUIDELINES ON MEASUREMENT UNCERTAINTY (CXG 54-2004) (Agenda Item 6)8

Germany, as Chair of the EWG, introduced the item and summarized the main discussions and outcomes of
the EWG. The EWG Chair informed CCMAS that she had revised the guidelines based on the written
comments submitted to this session which was further considered by an in-session WG which discussed
issues around (i) whether provisions for conformity assessment should be part of the revised CXG 54 or
developed as a separate document; (ii) whether the examples on acceptance sampling and figure 1 should
remain in the revised CXG 54; (iii) whether an adapted version of CXG 59, chapter 4 should be included in the
revised CXG 59; (iii) any other general / specific comments on the revision of CXG 54. She invited CCMAS to
consider the recommendations and revised CXG 54 from the in-session WG as presented in CRD26.

CCMAS agreed to consider the revised CXG 54 as presented in CRD26 and made the following comments
and decisions:

e The scope of this work included (i) use of measurement uncertainty in the interpretation of
measurement results,(ii) the relationship between the measurement uncertainty and (given) sampling
plans, (iii) only focusing on laboratory samples including sub-sampling, (iv) making CXG 54 as simple
as possible.

e The revised CXG 54 does not cover conformity assessment and the development of a separate
document was welcomed but postponed due to priority of other ongoing work in CCMAS.

e The examples were transferred into the information document as more appropriate.

e The figure was retained with clarifications on the explanation of each situation illustrated in the figure
to show how, in principle MU could be used in the interpretation of the measurement result.

e The table of multiplication factors (adapted version of CXG 59, chapter 4) was replaced with a more
appropriate Excel formula.

e The source of information and the list of references were deleted as not appropriate for Codex
documents. References to documents developed by international organizations such as ISO,
EURACHEM, etc. relevant to the provisions in the revised CXG 54 were kept in the text as necessary.

8 CX/MAS 19/40/6; CX/MAS 19/40/6 Add.1 (Australia, Canada, Ecuador, Egypt, Jamaica, Morocco, New Zealand,
Norway, Peru and BIPM); CRD10 (Mexico, Thailand, ROK); CRD14 (EU); CRD16 (Kenya); CRD18 (Ghana);
CRD22 (Germany); CRD25 (Presentation of report of EWG on the revision of CXG 54); CRD26 (Report of in-
session WG on the revision on the CXG 54)
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In addition, CCMAS made a number of revisions throughout the text for better accuracy and clarity and for
consistency with provisions in relevant Codex texts (including the Procedural Manual) as well as those of
international organizations serving as references to the revised CXG 54.

CCMAS noted that the information document was intended to give some examples on the procedures for
estimating MU and to provide the user with some references on the general topics. The information document
was not considered at this time as it had to take into account changes made in the revision of CXG 54 at this
session. The document would be presented to CCMAS41 for consideration.

Conclusion
CCMAS agreed:

i. to forward the revised Guidelines on Measurement Uncertainty (CXG 54-2004) to CAC 42 for adoption
at Step 5 (Appendix IV); and

ii. that Germany would develop the information document taking into account the decisions of this
session and provide a draft for consideration by CCMAS41.

REVISION OF THE GUIDELINES ON SAMPLING (CXG 50-2004) (Agenda Item 7)°

New Zealand, as Chair of the EWG, introduced the item and summarized the key points of the discussions at
CCMAS that led to the new work on the revision of the Guidelines on Sampling (CXG 50 — 2004). The EWG
Chair further explained the work process followed by the EWG in (i) the revision of CXG 50 to provide a
simplified and understandable guidance on the design and selection of sampling plans and (ii) the development
of a supplementary document to provide a sampling plan tool with application links to facilitate the use of the
revised guideline. The sampling plan app links were accessible online as an electronic book (e-book) and was
intended to demonstrate how an e-book could be used to provide sampling plan apps along with information
to support their use (e.g. explanation of the different sampling plans, how to interpret the OC curves, etc.). She
noted that a workshop on the sampling plan apps would provide further details on content and use of the e-
book and the presentation would be made available on the Codex website.

The EWG Chair also provided a mid-term report on the work progress in relation to the prioritization of work
on the revision of CXG 50 as agreed by CCMAS39'0 as well as the remaining work to be done for consideration
by CCMAS41. In concluding, she drew the attention of CCMAS to the recommendations of the EWG in
particular the three key questions that would allow further progress on the revision of CXG 50 in the EWG.

CCMAS considered the recommendations put forward by the EWG as follows:
Revision of CXG 50

CCMAS supported continuation of work on the revision of CXG 50 in accordance with the prioritization of work
agreed by CCMAS39.

CCMAS noted that the revised CXG 50 would provide guidance to developing / choosing appropriate sampling
plans for use by all CAC subsidiary bodies (including CCMAS), Codex members and other relevant
stakeholders, and as such the guidance in CXG 50 was not limited to addressing sampling plans for commodity
committees / standards.

Development of a supplement document (e-book with sampling plan apps)

CCMAS agreed with the further development of the supplementary document providing sampling plan apps
based on the presentation provided by New Zealand on the content and use of the e-book.

CCMAS noted that New Zealand and the Codex Secretariat would discuss how to house the e-book on the
Codex website once completed and how the e-book could be easily accessible to Codex members and
committees and other relevant stakeholders as a separate supplement document to facilitate the
understanding and use of the revised CXG 50.

New Zealand explained that regular maintenance of the e-book (or some of the apps in the e-book) was not
foreseen to be necessary and that possible updates that might be needed in future could be done in
consultation with CCMAS and the Codex Secretariat. New Zealand further clarified that they were developing
the apps for use by Codex and once completed could be transferred to the Codex Secretariat for housing and
there would be no limitation to access and use of these apps by Codex committees, members and observers.

9 CL 2019/17-MAS; CX/MAS 19/40/7; CX/MAS 19/40/7-Add.1 (Canada, Ecuador, Egypt, Japan, Norway, Peru,
Uruguay and USA); CRD11 (Chile, Mexico, Nigeria, ROK); CRD14 (EU); CRD16 (Kenya); CRD20 (EWG); CRD24
(El Salvador)

10 REP18/MAS, Appendix VI
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The Codex Secretariat thanked New Zealand for this undertaking and explained that innovative e-technologies
were under discussion in other committees such as CCFICS and CCFL and the use of web-based technologies
might become a more common practice in future within Codex. The Secretariat further noted that copyright
issues did not seem to be a problem based on the explanation of New Zealand but that this and other issues
around housing the e-book on the Codex website, including access to the apps, would be further discussed
with New Zealand and the relevant FAO department(s). She also noted that apps were examples in support
of the use of the revised CXG 50 and as such should be agreed by CCMAS but would not be formally adopted
by CAC and would remain a separate document available for use by Codex committees, members and other
stakeholders in addition to any other apps countries might consider more appropriate to suit their needs.
Further consideration of this matter could be given at CCMAS41 when the Committee would have an
opportunity to consider both the revised CXG and the supplement document (e-book) with a view to their
possible finalization.

Question 1 on whether it is practical to achieve a perfectly balanced producer/consumer risk, based on
statistical theory will rarely ever be practically achieved, as there is not a single producer for a commodity, or
a single consumer (importing country), or single testing authority who are importing and testing at the boarder
all the producer product?

CCMAS noted the following comments made:

e Practicability must be considered when developing and implementing sampling plans. In the
development of sampling procedures the producers’ risk and consumers’ risk have to be taken into
account on a pragmatic basis as opposed to ensure a “perfectly balanced producer/consumer risk
based on a statistical theory”. For the control of safety standards the sampling plan should ensure a
minimization of the consumers’ risk combined with an acceptable producers’ risk. For the control of
quality standards the sampling plan should ensure a fair balance of the consumers’ risk and producers’
risk on a pragmatic basis.

e “Balanced” may not refer to equal distribution of the risk to both producers and consumers. Risk to the
producer is often financial risk, while the risk to consumer might be health related. In this instance the
outcomes need to be evaluated in order to “balance” risk and not simply have it “equally distributed”.
Additionally, sampling and testing plans cannot “test safety into food”, so additional process control
procedures are critical and the presence or absence of such controls should be considered when
developing sampling plans.

e Sampling plans should be based on statistical principles but should remain flexible to adjust to real
situations.

e Coordination between Codex and ISO is necessary to ensure guidance is consistent.

CCMAS agreed on the appropriateness of statistical principles in the development of sampling plans while
keeping a pragmatic approach to ensure a fair balance of consumers’ and producers’ risks as opposed to an
equal balance of consumers’ and producers’ risks which would not be applicable in real situations.

Question 2 - Are Codex sampling plans intended for use in international trade disputes?

CCMAS noted that Codex sampling plans were intended to be used for lot assessment in all situations namely
for routine (normal) inspection or for disputes.

Question 3 - When using Codex sampling plans, what are the situations that are covered or not covered?

CCMAS noted that the revised CXG 50 would cover those situations identified in the prioritization? of work and
the project document'' on new work for the revision of CXG 50.

Conclusion

CCMAS agreed to re-establish the EWG chaired by New Zealand and co-chaired by the USA, working in
English, to continue with the revision of CXG 50 and the further development of the supplement document (e-
book with sampling plan apps) taking into account written comments submitted at this session and the
comments and recommendations made in the paragraphs above with a view to advancing the revised CXG 50
in the Step Procedure at its next session.

CCMAS further agreed that the document should be submitted to the Codex Secretariat well in advance the
next session, e.g. 3 months before CCMAS41, in order to ensure sufficient time for translation and circulation
for comments.

" REP18/MAS, Appendix V
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REPORT OF AN INTER-AGENCY MEETING ON METHODS OF ANALYSIS (Agenda Item 8) 12

The Observer of the United States Pharmacopeial Convention (USPC), as Chair of the InterAgency Meeting
(IAM), introduced the report of IAM and highlighted the various issues discussed in the IAM with respect to the
work of CCMAS and other related matters.

CCMAS noted that several of the issues raised in point 8 of CRD21 had been considered under the relevant
agenda items.

The Observer in particular highlighted the contribution of a small team of IAM members to the preparation of
a preliminary document used by the EWG on guidance on endorsement and also drew the attention of CCMAS
to the activities of IAM member meetings and encouraged delegates to participate in these events.

CCMAS thanked the members of IAM for their contribution to the work of the Committee.
OTHER BUSINESS AND FUTURE WORK (Agenda Item 9)'3

CCMAS as a nodal committee for methods of analysis

The Observer from AOAC on behalf of IAM introduced the proposal for CCMAS to become a nodal committee
for methods of analysis. The Observer recalled the decision that CXS 234 would be a single reference for
methods of analysis under the remit of Codex and that the new format would allow competent authorities to
have access to a database and a simplified and effective search for fit for purpose methods. He noted that it
would be appropriate to consider that this future database also include those methods of analysis that were
currently outside the remit of CCMAS which would be beneficial to competent authorities and other
stakeholders and proposed that CCMAS consider the recommendations in CRD4.

The Codex Secretariat noted that while a single source of methods of analysis, including for those for
microbiological safety, pesticide and veterinary drug residues would be useful, this would imply changes to the
Procedural Manual and also the concurrence of the affected Committees to such a proposal. The Secretariat
further noted that changes to the Procedural Manual might not be warranted due to the limited work on
methods of analysis in CCFH, and the policy decisions taken by CCPR and CCRVDF to not identify methods
of analysis for pesticide residues and veterinary drugs in foods, but to provide guidance on methods
performance criteria for use by governments to identify suitable methods of analysis for checking compliance
with established MRLs. She clarified that for example in CCFH a method of analysis formed part of a
microbiological criterion in accordance with the Principles and Guidelines for the Establishment of
Microbiological Criteria Applicable to Foods (CXG 21-1997) and that CCFH had a limited number of MC
established and it was unlikely that there would be many more in future as MC were only established when
there was an absolute need based on risk assessment.

However, there was no procedural impediment to providing a link in CXS 234 to methods of analysis or
guidelines on methods performance criteria established by CCFH, CCPR and CCRVDF if so required.

CCMAS noted that contaminants and food additives were within the remit of CCMAS (with the exception of
specifications for food additives) and that CCCF was already conferring with CCMAS on methods performance
criteria, but that CCFA had extensive work on establishing MLs for food additives and had not shown an
interest to consider methods of analysis for determining compliance with these MLs.

CCMAS recalled its earlier decision that CXS 234 would be the single reference for methods under its remit
and that methods from the General Methods of Analysis for Contaminants (CXS 228 —2001), General Methods
for the Detection of Irradiated Foods (CXS 231 —2001) and the General Methods of Analysis for Food Additives
(CXS 239 - 2003) should be transferred to CXS 234. It was further noted that some of the methods for heavy
metals were outdated and that it would be appropriate for the CCCF to consider the development of method
performance criteria for these contaminants for compliance with the MLs in the General Standard for
Contaminants and Toxins in Food and Feed (CXS 193-1995).

CCMAS therefore agreed that the relevant committees should be invited to consider whether the methods in
those standards were still relevant and if so, should be transferred to CXS 234 and the standards revoked.

Conclusion

CCMAS agreed to not proceed further with the proposal at this stage and to:

12 CRD21 (Report of IAM)
3 CRD4 (proposal by IAM)
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Vi.

Inform all Codex committees of the current work of CCMAS regarding the review and update of
CXS 234 and the development of a database for methods of analysis and sampling endorsed by
CCMAS and adopted by CAC.

Inform CCFH, CCPR, and CCRVDF of the discussion in the Committee on the proposal for CCMAS
to be a nodal committee for all methods of analysis and sampling and to request their view on this
proposal.

Request CCFH, CCPR and CCRVDF to share information/links to their analytical methods and/or
method criteria for future inclusion in CXS 234. This in order to achieve a single source of information
for all analytical methods in Codex.

Remind the CCCF and CCFA of the decision that CXS 234 is the single reference for methods of
analysis and request these committees to consider the appropriateness of the methods identified in
CXS 228 and CXS 239 so that the methods could be transferred to CXS 234; or to identify more
updated methods or methods performance criteria for endorsement by CCMAS and inclusion in CXS
234 in order to revoke CXS 228 and CXS 239.

Remind CCFH of the decision that CXS 234 is the single reference for methods of analysis and request
CCFH to consider the appropriateness of the methods identified in CXS 231 so that the methods could
be transferred to CX 234; or to identify more updated methods or methods performance criteria for
inclusion in CXS 234; in order to revoke CXS 231. The request was on the understanding that the
responsibility for the methods of analysis remains with CCFH.

Encourage CCCEF to identify methods of analysis or methods performance criteria for the contaminants
for which MLs have been established in GSCTFF and for which no methods or method performance
criteria have been identified to date.

DATE AND PLACE OF NEXT SESSION (Agenda Item 10)

CCMAS was informed that the 415t Session would take place in Budapest, Hungary, within the next 12 months,
the final arrangements being subject to confirmation by the host country and the Codex Secretariat.
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Oficina de Laboratorios y Control de Calidad
Invima

Cra. 68 D No. 17-11/21

Bogota

Colombia

Tel: 2948700 Ext. 3610, 3611

Email: mriverar@invima.gov.co

CROATIA - CROATIE - CROACIA

Ms Sandra Guti¢

Head of Department

Department for food safety of animal origin,
Veterinary and Food Safety Directorate
Ministry of Agriculture

Planinska 2a

Zagreb

Croatia

Tel: +385 1 6443 841

Email: sandra.gutic@mps.hr

Ms Darija Vratari¢

Senior Adviser

Veterinary and Food Safety Directorate
Ministry of Agriculture

Planinska 2a

Zagreb

Croatia

Tel: +385 1 6443 861

Email: darija.vrataric@mps.hr

CUBA

Mrs Nuris Iglesias Ledn

Investigador Agregado

Instituto Nacional de Higiene, Epidemiologia y
Microbiologia (INHEM)

Ministerio Salud Publica de Cuba (MINSAP)
Infanta No. 1159 entre Clavel y Llinaz. Centro
Habana

La Habana

Cuba

Tel: 53-78300022

Email: nc@ncnorma.cu
ECUADOR - EQUATEUR

Mr Cristébal Filadelfio Alban Proafio

Commercial Attaché

Embassy of Ecuador in Hungary (PRO ECUADOR)
Andrassy utca 20. %2, 1061 Budapest

Budapest

Hungary

Tel: +3613152104

Email: calban@produccion.gob.ec

EGYPT - EGYPTE - EGIPTO

Eng Mariam Barsoum Onsy Barsoum

Food Standards Specialist

Food Standards

Egyptian organization for standardization and
quality

16 Tadreeb AlMudarebeen St. AlAmeriah
Cairo

Egypt

Tel: +201289999735

Email: eos_mariam@yahoo.com
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Eng Ahmed Hamed Sayed Eltoukhy

Scientific and Regulatory Affairs Lead
Scientific and Regulatory Affairs

International Company for Agro Industrial Projects
(Beyti)

Cairo Festival City, Building A2, 1st Floor, New
Cairo 5th Settlement

Cairo

Egypt

Tel: +201000907363

Email: ahmed.toukhy@beyti-idj.com

ESTONIA - ESTONIE

Dr Mari Reinik

Head of Tartu Laboratory

Health Board, Tartu Laboratory
Pollu 1a

Tartu

Estonia

Tel: +372 58208617

Email: Mari.Reinik@terviseamet.ee

EUROPEAN UNION - UNION EUROPEENNE -
UNION EUROPEA

Ms Barbara Moretti

Administrator

Health and Food Safety Directorate-General
European Commission

Rue Froissart 101

Brussels

Belgium

Tel: +32 229-92362

Email: barbara.moretti@ec.europa.eu

Mr Franz Ulberth

Head of Unit - Standards for Food Bioscience
JRCD5

Joint Research Center

Geel

Belgium

Tel: +32 14571316

Email: Franz.ULBERTH@ec.europa.eu

FRANCE - FRANCIA

Mr Jean-Luc Deborde

French Delegate

SCL (DGCCRF and DGDDI)

Laboratoire SCL de Strasbourg 13, chemin du
routoir

lllkirch

France

Tel: 0787067610

Email: jean-luc.deborde@scl.finances.gouv.fr

GERMANY - ALLEMAGNE - ALEMANIA

Dr Gerd Fricke

Head of Department

Federal Office of Consumer Protection and Food
Safety

Mauerstr. 39-42

Berlin

Germany

Tel: +49 30 18444 10000

Email: gerd.fricke@bvl.bund.de

Dr Dorina Bodi

Scientist Unit Contaminants

Unit Contaminants

German Federal Institute for Risk Assessment (BfR)
Max-Dohrn-Str. 8 - 10

Berlin

Germany

Tel: +49-30-184122355

Email: dorina.bodi@bfr.bund.de

Dr Katrin Franks

Scientist

Federal Office of Consumer Protection and Food
Safety

Mauerstr. 39-42

Berlin

Germany

Tel: +49 30 18444 50114

Email: katrin.franks@bvl.bund.de

Dr Petra Gowik

Head of Department

Federal Office of Consumer Protection and Food
Safety

Diedersdorfer Weg 1

Berlin

Germany

Tel: +49 30 18445 8000

Email: petra.gowik@bvl.bund.de

Dr Steffen Uhlig
scientific advisor
QuoData GmbH
Prellerstralle 14
Dresden

Germany

Email: uhlig@quodata.de

Mr Stephan Walch

Executive Director

State Institute for Chemical and Veterinary Analysis
(CVUA)

WeilRenburger Str. 3

Karlsruhe

Germany

Tel: +49 721 926 3600

Email: stephan.walch@cvuaka.bwl.de

GHANA

Mr Maxwell Samuel Karikari Addo
Ag Managing Director

Field

Quality Control Company Limited
Accra

Ghana

Tel: 0244815114

Email: nanayawmaxx@gmail.com

Mrs Marian Ayikuokor Komey
Principal Regulatory Officer
Food Safety

Food And Drugs Authority
P.O.BOXCT 2783

Accra

Ghana

Tel: +233 208 560185

Email: riankom2@yahoo.com



mailto:ahmed.toukhy@beyti-idj.com
mailto:Mari.Reinik@terviseamet.ee
mailto:barbara.moretti@ec.europa.eu
mailto:Franz.ULBERTH@ec.europa.eu
mailto:jean-luc.deborde@scl.finances.gouv.fr
mailto:gerd.fricke@bvl.bund.de
mailto:dorina.bodi@bfr.bund.de
mailto:katrin.franks@bvl.bund.de
mailto:petra.gowik@bvl.bund.de
mailto:uhlig@quodata.de
mailto:stephan.walch@cvuaka.bwl.de
mailto:nanayawmaxx@gmail.com
mailto:riankom2@yahoo.com

REP19/MAS Appendix |

17

Ms Abena Yiwaa Oppong-mensah
Senior Research Officer

Research Department (QCC - Lab)
Quality Control Company Limited
Accra

Ghana

Tel: 0244884609

Email: yiwaah2002@yahoo.co.uk

HUNGARY - HONGRIE - HUNGRIA

Dr Akos Jézwiak

head of unit

System Management and Supervision Directorate
National Food Chain Safety Office

Kis Rékus utca 15/B

Budapest

Hungary

Tel: +36 30 867 0747

Email: jozwiaka@nebih.gov.hu

Dr Zsuzsa Farkas

Analyst

System Management and Supervision Directorate
National Food Chain Safety Office

Kis Rokus utca 15/B

Budapest

Hungary

Tel: +36307779725

Email: farkaszs@nebih.gov.hu

Ms Andrea Fodor

Food Safety Coordinator

Food Chain Safety Laboratory Directorate
National Food Chain Safety Office
Mester utca 81.

Budapest

Hungary

Tel: +36706989109

Email: fodora@nebih.gov.hu

Ms Csilla Kurucz

Sector Manager

Hungarian Standards Institution (MSZT)
Horvath M. tér 1.

Budapest

Hungary

Tel: +36-30-217-1153

Email: cs.kurucz@mszt.hu

Dr Tamas Janos Szigeti

Business Development Manager
Knowledge Center

WESSLING Hungary Ltd.
Anonymus u. 6.

Budapest

Hungary

Tel: +36 30 39 69 109

Email: szigeti.tamas@wessling.hu

INDIA - INDE

Dr Bhaskar Narayan

Advisor

Food Safety and Standards Authority of India
FDA Bhawan, Kotla Road

NEW DELHI

India

Tel: 9448672408

Email: advisor.ga@fssai.gov.in

Ms Kanika Aggarwal

Technical Officer

Quality Assurance

Food Safety and Standards Authority of India
FDA Bhawan Near Bal Bhavan Kotla Road
New Delhi

India

Tel: 09868838713

Email: kanika.aggarwal31@gmail.com

Dr Anoop Appukuttan Krishnan

Assistant Director (T)

Export Inspection Council of India Export Inspection
Agency

Export Inspection Agency (Kochi Laboratory) Export
Inspection Council of India

Kochi

India

Tel: 91 9920914669

Email: eia-kochilab@eicindia.gov.in

INDONESIA - INDONESIE

Mrs Dian Asriani

Section Head of Harmonization for Laboratory
Accreditation

Directorate System and Harmonization of
Accreditation

National Standardization Agency of Indonesia
Gd. Menara Thamrin Lt. 11 JI. MH Thamrin Kav 3
Jakarta Pusat

Jakarta

Indonesia

Email: dian.asriani@bsn.go.id

Mrs Loise Riani Sirait

Food Testing Lab Supervisor

National Quality Control Laboratory of Drug and
Food

The National Agency of Drug and Food Control
JI. Percetakan Negara No.23

Jakarta

Indonesia

Tel: +6221 4245075

Email: siraitloise@yahoo.com

IRELAND - IRLANDE - IRLANDA

Ms Ita Kinahan

State Chemist

The State Laboratory

The State Laboratory Backweston Campus Young's
Cross Celbridge Co. Kildare

Ireland

Tel: +353 1 5057001

Email: lta.Kinahan@statelab.ie

ITALY - ITALIE - ITALIA

Mr Giulio Cardini

Dipartimento delle politiche europee, internazionali
e dello sviluppo rurale

Ministero Politiche Agricole Alimentari e Forestali e
del Turismo

Via XX Settembre, 20

Rome

Italy

Tel: +390646655143

Email: g.cardini@politicheagricole.it
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Mr Ciro Impagnatiello

Senior Officer

Department of the European Union and
International Policies and of the Rural Development
Ministry of Agricultural Food and Forestry Policies
and of Tourism

Via XX Settembre, 20

Rome

Italy

Tel: 0646654058

Email: c.impagnatiello@politicheagricole.it

JAPAN - JAPON - JAPON

Dr Takanori Ukena

Director, Food Safety Science Office

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

Tokyo

Japan

Tel: 03-3502-5722

Email: takanori_ukena130@maff.go.jp

Ms Yuki Ishisaki

Deputy Director

Office of Import Food Safety, Food Inspection and
Safety Division, Pharmaceutical Safety and Environ
Ministry of Health, Labour and Welfare

1-2-2 Kasumigaseki, Chiyoda-ku

Tokyo

Japan

Tel: +81-3-3595-2337

Email: codexj@mbhlw.go.jp

Dr Soichiro Nagamatsu

Director

Office of Interational Food Safety, Pharmaceutical
Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare

1-2-2 Kasumigaseki, Chiyoda-ku

Tokyo

Japan

Tel: +81-3-3595-2337

Email: codexj@mbhlw.go.jp

Dr Takahiro Watanabe

Section Chief

Division of Food Safety Information
National Institute of Health Sciences
3-25-26, Tonomachi, Kawasaki-ku
Kawasaki

Japan

Tel: +81-44-270-6590

Email: tawata@nihs.go.jp

KENYA

Ms Liza Okoth

Manager

Testing

Kenya Bureau of Standards
P.O.Box 54974

Nairobi

Kenya

Tel: +254722315630

Email: okothl@kebs.org

MOROCCO - MAROC - MARRUECOS

Mr Maati Benazouz

Directeur adjoint FIRTEP QUALITE

FIRTEP QUALITE

425 Avenue Hassan li Les Orangers, Rabat, Rabat
10000

rabat

Morocco

Tel: +212661799679

Email: maatibenazzouz@gmail.com

Mrs Bouchra EI Arbaoui

Département de Conserves Animales et Végétale
Ministere de I'Agriculture et de la Péche Maritime
Laboratoire Officiel d'Analyses et de Recherches
Chimiques

25, RUE DE TOURS (ex NICHAKRA RAHAL)
Casablanca

Morocco

Tel: +2126 64 67 88 26

Email: b_elarbaoui@yahoo.fr

Mr Abdelaziz El Idrissi Boutaher

HEAD OF DEPARTEMENT

Agriculture

National Food Safety Office

Regional Laboratory of Analysis And Research
Casablanca

Morocco

Tel: +212661345204

Email: elidrissiboutaher@gmail.com

Mr Mounir Rahlaoui

Microbiology laboratory Manager

Péches Maritimes

Etablissement Autonomme de Contrdle et de
Coordination des Exportations

72, angle Boulvard Mohammed Smiha et Rue
Mohammed El Baamrani

Casablanca

Morocco

Tel: +212522305104

Email: rahlaoui@eacce.org.ma

Mr El Hassane Zerouali

head of laboratory

Agriculture

Etablissement Autonomme de Contrdle et de
Coordination des Exportations

Qualipole Alimentation-Madagh Berkane
Berkane

Morocco

Tel: +212618532319

Email: hassane zerouali@yahoo.fr

NETHERLANDS - PAYS-BAS - PAISES BAJOS

Mr Henk Van Der Schee

Senior Scientist

Dutch Food and Consumer Product Safety Authority
(NVWA)

PO Box 43006

Utrecht

Netherlands

Tel: +31 6 1503 6231

Email: h.a.vanderschee@nvwa.nl
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Mr Paul Bontenbal

Expert Team Industry

NVWA

Ministry of Agriculture, Nature and Food safety
3511GG Utrecht

Netherlands

Tel: +31 6 11274355

Email: p.r.bontenbal@nvwa.nl

Mr Yannick Weesepoel

Scientist

RIKILT

PO Box 230

Wageningen

Netherlands

Tel: +31 317 480 356

Email: yannick.weesepoel@wur.nl

NEW ZEALAND - NOUVELLE-ZELANDE -
NUEVA ZELANDIA

Ms Susan Morris

Principal Adviser

Regulation & Assurance

Ministry for Primary Industries
Wellington

New Zealand

Email: susan.morris@mpi.govt.nz

Mr Roger Kissling

Statistician

Fonterra Co-operative Group Ltd
New Zealand

Email: roger.kissling@fonterra.com

NIGERIA - NIGERIA

Dr Sunday Linus Makama

Chief Veterinary Research Officer (National
Veterinary Research Institute

Federal Ministry of Agriculture and Rural
Development

P.M. B 01, VOM

Plateau

Nigeria

Tel: +2349060157766

Email: drsmakama@gmail.com

NORWAY - NORVEGE - NORUEGA

Mr Stig Valdersnes
Scientist

Institute of Marine Research
P.O. Box 1870

Bergen

Norway

Tel: +47 95273643

Email: sva@hi.no
PERU - PEROU - PERU

Mr Julio Alexis Taquia Salcedo

Consejero en la Embajada de Peru en Hungria
Lima

Ministerio De Relaciones Exteriores (Embajada de
Peru)

1137 Budapest, Ujpesti rakpart 3. II/5.

Lima

Peru

Tel: +36308467348

Email: jtaquia@rree.gob.pe

POLAND - POLOGNE - POLONIA

Ms Joanna Maryniak - Szpilarska

Main Expert

International Cooperation Department
Agricultural and Food Quality Inspection
30, Wspolna Str.

Warsaw

Poland

Tel: + 48 22 623 26 50

Email: jmaryniak@ijhars.gov.pl

REPUBLIC OF KOREA - REPUBLIQUE DE
COREE - REPUBLICA DE COREA

Dr Sang Hyeon Yoon

Senior Scientific Officer

Food Standard Division

Ministry of Food and Drug Safety

187, Osongsaengmyeong 2-ro, Osong-eup,
Heungdeok-gu, Cheongju-si, Chungcheongbuk-do
Cheongju-si

Republic of Korea

Tel: 82-43-719-2414

Email: yoonsh@korea.kr

Mr Dae-jung Kim

Scientific officer

Safety Analysis

National Agricultural Products Quality Management
Service

141, Yongjeon-ro, Gimcheon-si, Gyeongsangbuk-
do, Korea

Gimcheon-si

Republic of Korea

Tel: +82-54-429-7772

Email: dj9475@korea.kr

Dr Nam Sook Kim

Scientific Officer

Advanced Analysis Team

Ministry of Food and Drug Safety

187, Osongsaengmyeong 2-ro, Osong-eup,
Heungdeok-gu, Cheongju-si, Chungcheongbuk-do
Cheongju-si

Republic of Korea

Tel: 82-43-719-5306

Email: nskim1980@korea.kr

Mr Hyo Sub Lee

Researcher

National Institute of Agricultural Science
Ministry of Agriculture, Food and Rural Affairs
166 Nongsaengmyeong-ro, Iseo-myeon, Wanju-
gun, Jeollabuk-do, Korea

Wanju-gun

Republic of Korea

Tel: +82-10-7231-4758

Email: Ihs8255@korea.kr

Dr Sang Wook Park

Scientific Officer

Residues and Contaminants Standard Division
Ministry of Food and Drug Safety

187, Osongsaengmyeong 2-ro, Osong-eup,
Heungdeok-gu, Cheongju-si, Chungcheongbuk-do
Cheongju-si

Republic of Korea

Tel: 82-43-719-3857

Email: swpark1107 @korea.kr
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Ms Min Yoo

Codex Researcher

Food Standard Division

Ministry of Food and Drug Safety

187, Osongsaengmyeong 2-ro, Osong-eup,
Heungdeok-gu, Cheongju-si, Chungcheongbuk-do
Cheongju-si

Republic of Korea

Tel: 82-43-719-2435

Email: minyoo83@korea.kr

ROMANIA - ROUMANIE - RUMANIA

Mr Laurentiu Mihai Ciupescu

counsellor

Institute of Hygiene and Public Veterinary Health
Bucharest

National Sanitary Veterinary and Food Safety
Authority

Bucharest

Romania

Tel: +40770547274

Email: laurentiu.ciupescu@iispv.ro

Ms Oana Dinca

Counselor

Institute of Hygiene and Public Veterinary Health
Bucharest

National Sanitary Veterinary and Food Safety
Authority

Bucharest

Romania

Tel: +40724015463

Email: oana.dinca@iispv.ro

Mr Alexander Rogge

Political Administrator

Directorate-General LIFE (Agriculture, Fisheries,
Social Affairs and Health) Directorate Fisheri
Council of the European Union

Belgium

Email: alexander.rogge@consilium.europa.eu

RUSSIAN FEDERATION -
FEDERATION DE RUSSIE -
FEDERACION DE RUSIA

Mr Konstantin Eller

Head of laboratory

Laboratory of metabolic and proteomic analysis
Federal Research Centre of nutrition, biotechnology
and food safety

Ustinsky proezd 2/14

Moscow

Russian Federation

Tel: +7 495 698 5392

Email: eller@ion.ru
SENEGAL - SENEGAL

Mr Bacary Diatta

Director

Ministére du Commerce

Laboratoire National de Contréle et d’Analyses
Dakar

Sénégal

Tel: 0021775993609

Email: Bakaryadiatta@hotmail.com

Mr Cheikh Ka

Chef de laboratoire

Société nationale de commercialisation des
oléagineux du Sénégal (ExXSUNEOR)
DAKAR

Sénégal

Email: cka@suneor.sn

Mrs Aida Mbaye

Laboratoire National d'analyses et de Controle
Ministere du Commerce

Rue Parchappe

Dakar

Sénégal

Email: dadambayethiam@hotmail.com

Mr Samba Ndao

Directeur Adjoint

Ministére Commerce

Direction du Commerce Intérieur
Rue Parchappe

Dakar

Sénégal

Email: fonfonopy@gmail.com

Mrs Astou Ndiaye

Chef de Section Chimie

Ministére Commerce

Laboratoire National d’Analyses et de Contréle
Rue Parchappe Dakar

Dakar

Sénégal

Tel: 776178883

Email: maguidadou@yahoo.fr

Prof Mathilde Cabral Ndior

Chef du laboratoire de toxicologie et Pharmacologie
Ministére Sante Et Action Sociale

Centre Anti-Poison

Hopital Fann

Dakar

Sénégal

Email: tildacabral@yahoo.fr

SERBIA

Mrs Marija Vuji¢-Stefanovi¢

Deputy C.E.O.

Genetical and Physical-Chemical Analysis Dpt.
SP Laboratorija A.D.

Industrijska 3

Becej

Serbia

Tel: +381 21 68 11 613

Email: marija.vujic-stefanovic@yvictoriagroup.rs

Mr Milorad Placki¢

Deputy C.E.O.

Samples booking and Analysis Supervision Dpt.
SP Laboratorija A.D.

Industrijska 3

Becej

Serbia

Tel: +381 2168 11 779

Email: milorad.plackic@victoriagroup.rs
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SINGAPORE - SINGAPOUR - SINGAPUR Dr Erik Konings
Ms Angela Li Expert

S Angela L Method Management Group - Quality and Safety
Director
R h & Risk A t Department, National Department
Ces?ar? 5 |(sj X ssessment Department, Nationa Nestlé Research Center

entre for Food Science Switzerland

Singapore Food Agency

11 Outram Road Singapore 169078
Singapore

Tel: +(65)62130735

Email: angela_li@sfa.gov.sg

SLOVAKIA - SLOVAQUIE - ESLOVAQUIA

Ms Iveta Vojsova

Head

Department of Chemistry and Toxicology

State Veterinary and Food Institute Dolny Kubin
Veterinary and Food Institute Botanicka 15
Bratislava

Slovakia

Tel: +421 917 313 572; +421 2 38108

Email: yvojsova@svuba.sk

SPAIN - ESPAGNE - ESPANA

Mr Pedro A. Burdaspal

Head

Centro Nacional de Alimentacién (CNA). Area
quimica

Agencia Espafola de Seguridad Alimentaria y
Nutricién (AESAN)

Ctra. Pozuelo-Majadahonda, Km 5,100
Majadahonda (Madrid)

Spain

Email: pburdaspal@mscbs.es

SUDAN - SOUDAN - SUDAN

Ms Amel Ahmed

Head inspection Unit

inspection Unit

Sudanese Standards & Metrology Organization
Khartoum

Sudan

Tel: +249912258234

Email: amelsaudi@gmail.com

Mr Mobarak Mohamed Ali

director of SSMO, Port Sudan Branch
Sudanese Standards & Metrology Organization
Khartoum

Sudan

Tel: +249912983375

Email: mubarakaw@hotmail.com

SWITZERLAND - SUISSE - SUIZA

Dr Gérard Gremaud

Scientific Officer

Food and Nutrition

Federal Food Safety and Veterinary Office FSVO
Bern

Switzerland

Email: gerard.gremaud@blv.admin.ch

Email: erik.konings@rdls.nestle.com

Mrs Christina Zbinden

Scientific Officer

Federal Food Safety and Veterinary Office FSVO
Bern

Switzerland

Email: christina.zbinden@blv.admin.ch

THAILAND - THAILANDE - TAILANDIA

Ms Chanchai Jaengsawang
Advisor

Department of Medical Sciences
Ministry of Public Health
Tiwanan Road,

NONTHABURI

Thailand

Tel: -

Email: chan48@ymail.com

Ms Kularb Kimsri

Member of Food Processing Industry club

The Federation of Thailand Industries

8th FIr, Creative Technology Bldg, 2 Nang Linchi
Rd., Thung Maha Mek, Sathon, bangkok
Bangkok

Thailand

Tel: 66-2-345-1000

Email: kularb@cpf.co.th

Ms Rungrassamee Mahakhaphong

Standard Officer

National Bureau of Agricultural Commodity and
Food Standards

Ministry of Agriculture and Cooperatives

50 Phaholyothin Road, Ladyao Chatuchak Bangkok
10900. Thailand.

Bangkok

Thailand

Tel: +662 561 2277

Email: mahakhaphong@gmail.com

Ms Widchuda Meeim

Medical Scientist, Practitioner Level

Department of Livestock Development
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PART 1
METHODS OF ANALYSIS FOR ADOPTION BY CAC42
(For inclusion in CXS 234 — 1999: changes indicated in bold or underlined font)
11 . CODEX COMMITTEE ON NUTRITION AND FOODS FOR SPECIAL DIETARY USES
Commodity Provision Method Principle Type
Infant Formula Calcium AOAC 2015.06 / ICP-MS |
ISO 21424 | IDF 243
ISO 8070 | IDF 119 Flame atomic absorption 1]
spectrophotometry
AOAC 985.35 Flame atomic absorption i
spectrophotometry
Infant Formula Copper AOAC 2015.06 / ICP-MS |
ISO 21424 | IDF 243
AOAC 985.35 Flame atomic absorption 1]
spectrophotometry
Infant Formula Iron AOAC 2015.06 / ICP-MS |
ISO 21424 | IDF 243
AOAC 985.35 Flame atomic absorption Il
spectrophotometry
Infant Formula Magnesium AOAC 2015.06 / ICP-MS |
ISO 21424 | IDF 243
ISO 8070 | IDF 119 Flame atomic absorption 1]
spectrophotometry
AOAC 985.35 Flame atomic absorption i
spectrophotometry
Infant Formula Manganese AOAC 2015.06 / ICP-MS |

ISO 21424 | IDF 243

AOAC 985.35

Flame atomic absorption
spectrophotometry
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Commodity Provision Method Principle Type
Infant Formula Phosphorus AOAC 2015.06 / ICP-MS |
ISO 21424 | IDF 243
AOAC 986.24 Spectrophotometry 1]
(molybdovandate)
Infant Formula Potassium AOAC 2015.06 / ICP-MS |
ISO 21424 | IDF 243
ISO 8070 | IDF 119 Flame atomic absorption 1]
spectrophotometry
Infant Formula Sodium AOAC 2015.06 / ICP-MS |
ISO 21424 | IDF 243
Infant Formula Sodium ISO 8070 | IDF 119 Flame atomic absorption 1
spectrophotometry
Infant Formula Zinc AOAC 2015.06 / ICP-MS |
ISO 21424 | IDF 243
Infant Formula Zinc AOAC 985.35 Flame atomic absorption 1]
spectrophotometry
Infant Formula Vitamin K AOAC 2015.09 /I1SO 21446 HPLC-FLD |
Infant Formula Folic acid AOAC 2011.06 LC-MS/MS |
Infant Formula Folic acid AOAC 992.05/EN 14131 Microbioassay 1]

1.2 CODEX COMMITTEE ON FATS OILS
Methods of analysis for acid value and free fatty acids for virgin palm oil and crude palm kernel oil

Commodity Provision Method Principle Type
Named Vegetable | Acidity: ISO 660 / AOCS Cd 3d-63 / AOCS Ca 5a-40 Titrimetry 1
Oils acid value

Named Vegetable | Free fatty acids | ISO 660/ AOCS Cd 3d-63_/ AOCS Ca 5a-40 Titrimetry 1

Oils
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1.3 MILK AND MILK PRODUCTS

Commodity Provision Method Principle Type
Milk and Milk Products
Blend of sweetened condensed Milk solids-not fat'® (MSNF) ISO 6734 | IDF 15 Calculation from total solids content, v
skimmed milk and vegetable fat (for and ISO 1737 | IDF 13 and fat content and sucrose content
products sweetened with sucrose ISO 2911 | IDF 35 Gravimetry, drying at 102 °C and
only) Gravimetry (Rése-Gottlieb) and
Polarimetry
Blend of sweetened condensed Milk protein in MSNF 5 ISO 6734|IDF 15 and Calculation from total solids content, v
skimmed milk and vegetable fat (for ISO 1737|IDF 13 and fat content, sucrose content and
. .
g:]?d)ucts sweetened with sucrose ISO 2911 | IDF 35 and GQrote.m c:)ntznt. 1026 an
o ISO 8968-1|IDF 20-1 ravimetry, ving al 1o« - an
Gravimetry (R8se-Gottlieb) and
Polarimetry and
Titrimetry (Kjeldahl)
Blend of sweetened condensed Milk protein in MSNF15 ISO 6734|IDF 15 and Calculation from total solids content, v
skimmed milk and vegetable fat (for ISO 1737|IDF 13 and fat content, sucrose content and
. .
g;?d)ucts sweetened with sucrose ISO 2911 | IDF 35 and GQrote.m ctontzntl 1026 ang
only AOAC 991 20 rav!me ry, rY|nq a : an
Gravimetry (Rése-Gottlieb) and
Polarimetry
Titrimetry (Kjeldahl)
ISO 6734 | IDF 15 Calculation from total solids content, v

Reduced fat blend of sweetened
condensed skimmed milk and

vegetable fat (for products sweetened

with sucrose only)

Milk solids-not fat'® (MSNF)

and ISO 1737 | IDF 13 and

ISO 2911 | IDF 35

fat content and sucrose content

Gravimetry, drying at 102 °C and
Gravimetry (Rdse-Gottlieb) and
Polarimetry
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Commodity Provision Method Principle Type
Milk and Milk Products
Reduced fat blend of sweetened Milk protein in MSNF15 ISO 6734|IDF 15 and Calculation from total solids content, v
condtenbsiec:c s;ki;nmeddmillz and oned ISO 1737|/IDF 13 and fat fqntent,tsuct:rose content and

protein content
Xv?t?wesicr%sae é:l\r/)pro ucts sweetene ISO 2911 | IDF 35 and Gro e'm cton Zn | 1026 ang

ISO 8968-1|IDF 20-1 ravimety. Grying at 1o« - an

Gravimetry (R8se-Gottlieb) and

Polarimetry and

Titrimetry (Kjeldahl)
Reduced fat blend of sweetened Milk protein in MSNF? ISO 6734|IDF 15 and Calculation from total solids content, v
condensed skimmed milk and ISO 1737|IDF 13 and fat content, sugar content and protein

vegetable fat (for products sweetened
with sucrose only)

ISO 2911 | IDF 35 and

content
Gravimetry, drying at 102 °C and

AOAC 991.20 ) > -
Gravimetry (Rése-Gottlieb) and
Polarimetry and
Titrimetry (Kjeldahl)
Sweetened condensed milks (for Milk protein in MSNF15 ISO 6734|IDF 15 and Calculation from total solids cotent, 1
products sweetened with sucrose ISO 1737|/IDF 13 and fat content, sucrose and protein
only) ISO 2911 [ IDF 35 and content

ISO 8968-1 | IDF 20-1

Gravimetry, drying at 102 °C and
Polarimetry
Gravimetry (Rose-Gottlieb)

Titrimetry (Kjeldahl)

Cottage cheese (for samples Milkfat in dry matter ISO 5534 | IDF4 and
containing lactose over 5% or with ISO 8262-3 | IDF 124-3

non-dairy ingredients)

Calculation from dry matter content
and fat content

Gravimetry, drying at 102°C and
Gravimetry (Weibull-Berntrop)
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Commodity Provision Method Principle Type
Milk and Milk Products
Cottage cheese (for samples Milkfat in dry matter ISO 5534 | IDF4 and Calculation from dry matter content 1
containing lactose up to 5%) ISO 1735 | IDE 5 and fat content

Gravimetry, drying at 102°C and

Gravimetry (Schmid-Bondzynski-

Ratzlaff
Cottage cheese (for samples Milkfat ISO 1735 | IDF 5 Gravimetry ((Schmid-Bondzynski- 1
containing lactose up to 5%) Ratzlaff))
Cottage cheese (for samples Milkfat ISO 8262-3 | IDF 124-3 Gravimetry (Weibull-Berntrop) 1
containing lactose over 5% or with
non-dairy ingredients)
Evaporated milks Milk solids'® ISO 6731 | IDF 21 Gravimetry, drying at 102 °C I
Fermented milks - Quantification of Lactobacillus 1SO 7889 | IDF 117 Colony count at 37°C I

Streptococcus thermophilus
Fermented milks - Identification of Lactobacillus ISO 9232 | IDF 146 Test for strain identification I
Yoghurt and yoghurt products delbrueckii subsp bulgaricus &
Streptococcus thermophilus
Edible casein products Lead NMKL 139 Atomic absorption spectrophotometry 1\
(Codex general method)
AOAC 999.11

Edible casein products Lead NMKL 161 / AOAC 999.10 Atomic absorption spectrophotometry v
Butter Lead AOAC 972.25 (Codex general method) Atomic absorption spectrophotometry v
Creams, Whipped Creams and Milk solids-not-fat (MSNF) ISO 3727-2 | IDF 80-2 Gravimetry I
Fermented Creams
Edible casein products Copper AOAC 2015.06 / 1SO 21424 | IDF 243 ICP-MS 1
Edible casein products Copper AOAC 985.35 Atomic absorption spectrophotometry il
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Commodity Provision Method Principle Type
Milk and Milk Products
Fermented milks Milkfat ISO 1211 | IDF 1 Gravimetry (Rose-Gottlieb) I
Milkfat Products Copper ISO 5738 | IDF 76 Photometry, diethyldithiocarbamate 1|
Milkfat Products Copper AOAC 960.40 Photometry, diethyldithiocarbamate v

Note 15: milk total solids and milk solids-not-fat (MSNF) content include water or crystallization of lactose
Note 16: water content excluding the crystallized water bound to lactose (generally known as “moisture content”)
Note 17: moisture content excluding water of crystallization of lactose
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METHODS OF ANALYSIS FOR REVOCATION BY CAC42

2.1 CODEX COMMITTEE ON NUTRITION AND FOODS FOR SPECIAL DIETARY USES

PART 2.

Commodity Provision Method Principle Proposed Type
Infant Formula Calcium AOAC 984.27 ICP emission spectroscopy 1
Infant Formula Copper AOAC 984.27 ICP emission spectroscopy 1
Infant Formula Iron AOAC 984.27 ICP emission spectroscopy [l
Infant Formula Magnesium AOAC 984.27 ICP emission spectroscopy i
Infant Formula Manganese AOAC 984.27 ICP emission spectroscopy i
Infant Formula Phosphorus AOAC 984.27 ICP emission spectroscopy 1
Infant Formula Potassium AOAC 984.27 ICP emission spectroscopy 1
Infant Formula Sodium AOAC 984.27 ICP emission spectroscopy 1
Infant Formula Zinc AOAC 984.27 ICP emission spectroscopy [
Infant Formula Folic acid J AOAC Int. 2000:83; 1141-1148 Optical Biosensor Immunoassay v
Infant Formula Folic acid J Chromatogr. A., 928, 77-90, 2001 | HPLC, incorporating immunoaffinity clean-up v

and conversion to 5-methyltetrahydrofolate
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2.2. MILK AND MILK PRODUCT
Commodity Provision Method Principle Type
Milk and Milk Products
Butter Copper ISO 5738 | IDF 76 AOAC 960.40 Photometry, diethyldithiocarbamate Il
Cheese Citric acid ISO/TS 2963 | IDF/RM 34 Enzymatic method v
Cheese Citric acid AOAC 976.15 Photometry Il
Cottage cheese Milk fat ISO 8262-3 | IDF 124-3 Gravimetry (Weibull-Berntrop) (for I
samples containing lactose over 5%)
Cottage cheese Milkfat ISO 1735 | IDF 5 Gravimetry ((Schmid-Bondzynski- I
Ratzlaff)) (for samples containing
lactose up to 5%)
Evaporated milks Solids, total ISO 6731 | IDF 21 Gravimetry, drying at 102 °C I

Milk fat products

Vegetable fat (sterols)

ISO 12078 | IDF 159

Gas chromatography

ISO 18252 | IDF 200

Gas chromatography

Sweetened Condensed Milks

Milk Protein in MNSF1'5

ISO 8968-1 | IDF 20-1

Titrimetry (Kjeldahl)

Whey powders

Copper

AOAC 985.35

Atomic absorption spectrophotometry

Whey powders

Copper

ISO 5738 | IDF 76

Photometry (diethyldithiocarbamate)

Milk fat products

Vegetable fat (sterols)

ISO 12078 | IDF 159

Gas chromatography

ISO 18252 | IDF 200

Gas chromatography

Butter

Vegetable fat (sterols)

ISO 12078 | IDF 159

Gas chromatography

Butter

Vegetable fat (sterols)

ISO 18252 | IDF 200

Gas chromatography

Dairy fat spreads

Vegetable fat (sterols)

ISO 12078 | IDF 159

Gas chromatography

Dairy fat spreads

Vegetable fat (sterols)

ISO 18252 | IDF 200

Gas chromatography

Creams, whipped creams and
fermented creams

Milk solids not fat (MSNF)

AOAC 920.116

Gravimetry

Edible casein products

Lead

AOAC 972.25 (Codex general method)

Atomic absorption spectrophotometry
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Commodity Provision Method Principle Type
Milk and Milk Products

Edible casein products Lead AOAC 982.23 (Codex general method) Anodic stripping voltametry [
Whey powders Lead AOAC 972.25 (Codex general method) Atomic absorption spectrophotometry Il
Fermented milks Milkfat AOAC 989.05 Gravimetry (Rose-Gottlieb) I

Note 15: milk total solids and milk solids-not-fat (MSNF) content include water or crystallization of lactose

PART 3
EDITORIAL AMENDMENTS OF METHODS OF ANALYSIS FOR ADOPTION BY CAC42

Commaodity Provision Method Principle Type
Milk and Milk Products
Blend of evaporated skimmed milk and  Milk solids-not-fat's (MSNF) ISO 6731 | IDF 21 Calculation from total solids I
vegetable fat And 1SO 1737| IDF 13 content and fat content

Gravimetry, drying at 102°C

and

Gravimetry (Rdse-Gottlieb)
Blend of evaporated skimmed milk and  Milk protein in MSNF 5 ISO 6731 | IDF 21 and Calculation from total solids v
vegetable fat ISO 1737| IDF 13 and content, fat content and

protein content

Gravimetry, drying at 102°C
and

Gravimetry (Rose-Gottlieb)
and

Titrimetry (Kjeldahl)

ISO 8968-1 | IDF 20-1
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Commodity Provision Method Principle Type
Milk and Milk Products
Blend of evaporated skimmed milk and  Milk protein in MSNF 15 ISO 6731 | IDF 21 Calculation from total solids v
vegetable fat And 1SO 1737| IDF 13 and content, fat content and
AOAC 991.20 prote.m content.

Gravimetry, drying at 102°C

and

Gravimetry (Rdse-Gottlieb)

and

Titrimetry (Kjeldahl)
Reduced fat blend of evaporated Milk solids-not-fat (MSNF)® ISO 6731 | IDF 21and Calculation from total solids I
skimmed milk and vegetable fat ISO 1737 | IDF 13 content and fat content

Gravimetry, drying at 102°C

and

Gravimetry (R0se-Gottlieb)
Reduced fat blend of evaporated Milk protein in MSNF15 ISO 6731 | IDF 21 and Calculation from total solids v
skimmed milk and vegetable fat ISO 1737 | IDF 13 and content, fat content and

ISO 8968-1 | IDF 20-1 protein content

Gravimetry, drying at 102°C

and

Gravimetry (Rose-Gottlieb)

and

Titrimetry (Kjeldahl)
Reduced fat blend of evaporated Milk protein in MSNF15 ISO 6731 | IDF 21 and Calculation from total solids v

skimmed milk and vegetable fat

ISO 1737 | IDF 13 and
AOAC 991.20

content, fat content and
protein content

Gravimetry, drying at 102°C
and

Gravimetry (Rose-Gottlieb)
and

Titrimetry (Kjeldahl)
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Commodity Provision Method Principle Type
Milk and Milk Products
Blend of skimmed milk and vegetable Milk protein in MSNF15 ISO 5537 | IDF 26 and Calculation from total solids v
fat in powdered form ISO 1736 | IDF 9 and content fat content and
ISO 8968-1 | IDF 20-1 protein content

Gravimetry, drying at 87°C

and

Gravimetry (Rose-Gottlieb)

and

Titrimetry (Kjeldahl)
Blend of skimmed milk and vegetable Milk protein in MSNF15 ISO 5537 | IDF 26 and Calculation from total solids v
fat in powdered form ISO 1736 | IDF 9 and content fat content and

AOAC 991.20 protelln content.

Gravimetry, drying at 87°C

and

Gravimetry (Rése-Gottlieb)

and

Titrimetry (Kjeldahl)
Reduced fat blend of skimmed milk Milk protein in MSNF15 ISO 5537 | IDF 26 and Calculation from total solids v
powder and vegetable fat in powdered ISO 1736 | IDF 9 and content, fat content and
form protein content

ISO 8968-1 | IDF 20-1

Gravimetry, drying at 87°C
and

Gravimetry (Rose-Gottlieb)
and

Titrimetry (Kjeldahl)
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Commodity Provision Method Principle Type
Milk and Milk Products
Reduced fat blend of skimmed milk Milk protein in MSNF15 ISO 5537 | IDF 26 and Calculation from total solids v

powder and vegetable fat in powdered
form

ISO 1736 | IDF 9 and
AOAC 991.20

content fat content and
protein content

Gravimetry, drying at 87°C
and
Gravimetry (Rése-Gottlieb)
and

Titrimetry (Kjeldahl)

Cheese (and cheese rind) Natamycin ISO 9233-1 | IDF 140-1 Molecular absorption [
spectrophotometry
Cheese (and cheese rind) Natamycin ISO 9233-2 | IDF 140-2 HPLC-UV Il

Cheeses, individual

Milkfat in dry matter

ISO 5534 | IDF4 and
ISO 1735 | IDF 5

Calculation from dry matter
content and fat content

Gravimetry, drying at 102°C
and Gravimetry (Schmid-
Bondzynski-Ratzlaff)

Cheeses in brine

Milkfat in dry matter (FDM)

ISO 5534 | IDF4 and
ISO 1735 | IDF 5

Calculation from dry matter
content and fat content

Gravimetry, drying at 102°C
and Gravimetry (Schmid-
Bondzynski-Ratzlaff)

Edible casein products

Milk Protein (total N x 6.38)in
dry matter

ISO 5550 | IDF 78 and
ISO 8968-1 | IDF 20-1

Calculation from dry matter
content and protein content
Gravimetry, drying at 102°C
and Titrimetry (Kjeldahl)
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Commodity

Provision

Method

Principle

Type

Milk and Milk Products

Evaporated milks

Milk Protein in MSNF15

ISO 6731 | IDF 21 and
ISO 1737 | IDF 13 and
ISO 8968-1 | IDF 20-1

Calculation from total solids
content fat content and
protein content

Gravimetry, drying at 102°C
and

Gravimetry (Rose-Gottlieb)
and

Titrimetry (Kjeldahl)

Mozzarella Milkfat in dry matter — with high SO 5534 | IDF4 and Calculation from dry matter I
moisture ISO 1735 | IDF 5 content and fat content
Gravimetry, drying at 102°C
and Gravimetry (Schmid-
Bondzynski-Ratzlaff)
Mozzarella Milkfat in dry matter — with low ISO 5534 | IDF4 and Calculation from dry matter I

moisture

ISO 1735 | IDF 5

content and fat content
Gravimetry, drying at 102°C
and Gravimetry (Schmid-
Bondzynski-Ratzlaff)

Milkfat products

Milkfat purity

ISO 17678 | IDF 202

Calculation from
determination of triglycerides

by gas chromatography - FID

Butter

Milkfat purity

ISO 17678 | IDF 202

Calculation from
determination of triglycerides

by gas chromatography - FID

Dairy fat spreads

Milkfat purity

ISO 17678 | IDF 202

Calculation from
determination of triglycerides

by gas chromatography - FID

Note 15: milk total solids and milk solids-not-fat (MSNF) content include water or crystallization of lactose




condensed skimmed milk and
vegetable fat
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Part 4
METHODS OF ANALYSIS CONSIDERED AND RETAINED UNCHANGED — FOR INFORMATION

Commodity Provision Method Principle Type
Milk and Milk Products
Blend of evaporated skimmed milk and  Total fat ISO 1737 | IDF 13 Gravimetry (Rose-Gottlieb) I
vegetable fat
Reduced fat blend of evaporated Total fat ISO 1737| IDF 13 Gravimetry (Rose-Gottlieb) I
skimmed milk and vegetable fat
Blend of skimmed milk and vegetable Total fat ISO 1736 | IDF 9 Gravimetry (Rése-Gottlieb) I
fat in powdered form
Blend of skimmed milk and vegetable Water'® ISO 5537 | IDF 26 Gravimetry, drying at 87 °C I
fat in powdered form These methods will be further

reviewed in the next round of

discussion on the dairy workable

package (see REP19/MAS, para.

17)
Reduced fat blend of skimmed milk Total fat ISO 1736 | IDF 9 Gravimetry (Rése-Gottlieb) I
powder and vegetable fat in powdered
form
Reduced fat blend of skimmed milk Water'® ISO 5537 | IDF 26 Gravimetry, drying at 87 °C I
powder and vegetable fat in powdered These methods will be further
form reviewed in the next round of

discussion on the dairy workable

package (see REP19/MAS, para.

17)
Blend of sweetened condensed Sucrose ISO 2911 | IDF 35 Polarimetry v
skimmed milk and vegetable fat
Blend of sweetened condensed Total fat ISO 1737 | IDF 13 Gravimetry (Rése-Gottlieb) I
skimmed milk and vegetable fat
Reduced fat blend of sweetened Total fat ISO 1737 | IDF 13 Gravimetry (Rése-Gottlieb) I

Butter

Milk solids-not-fat'> (MSNF)

ISO 3727-2 | IDF 80-2

Gravimetry




chloride, expressed as sodium
chloride)
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Commodity Provision Method Principle Type
Milk and Milk Products
Butter Salt ISO 1738 | IDF 12/ Titrimetry (Mohr: determination of i

AOAC 960.29 chloride, expressed as sodium
chloride)
Cheese Milkfat ISO 1735 | IDF 5 Gravimetry (Schmid-Bondzynski- I
Ratzlaff)
Cheese Propionic acid ISO/TS 19046-11 IDF/RM 233-1 Gas Chromatography — FID v
Cheese Propionic acid ISO/TS 19046-21 IDF/RM 233-2 lon exchange chromatography-UV \
Cheese Sodium chloride ISO 5943 | IDF 88 Potentiometry (determination of Il

Cheeses, individual Dry matter (Total solids)'® ISO 5534 | IDF 4 Gravimetry, drying at 102°C I
Cottage cheese Fat-free dry matter ISO 5534 | IDF 4 and Calculation from dry matter content I
ISO 1735 | IDF 5 and fat content

Gravimetry, drying at 102 °C and

Gravimetry (Schmid-Bondzynski-
Ratzlaff)

Cheese, Unripened Including Fresh Milk Protein ISO 8968-1 | IDF 20-1 Titrimetry, Kjeldahl I

Cheese

Cream and Prepared Creams Milk protein ISO 8968-1 | IDF 20-1 Titrimetry (Kjeldahl) I

Cream Milkfat ISO 2450 | IDF 16 Gravimetry (Rése-Gottlieb) I

Cream Solids'® ISO 6731 | IDF 21 Gravimetry (drying at 102°C) I

Creams Lowered in Milkfat Content Milkfat ISO 2450 | IDF 16 / AOAC Gravimetry (Rése-Gottlieb) I
995.19

Cream cheese Dry matter ISO 5534 | IDF 4 Gravimetry drying at 102 °C I

Cream cheese Moisture on fat free basis ISO 5534 | IDF 4 and Calculation from fat content and I
ISO 1735 | IDF 5 moisture content

Gravimetry drying at 102°C and

Gravimetry (Schmid-Bondzynski-
Ratzlaff)
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Commodity Provision Method Principle Type
Milk and Milk Products

Dairy permeate powders Milkfat ISO1736|IDF9 Gravimetry(Rose-Gottlieb) I
Dairy permeate powders Nitrogen 1ISO8968-1|IDF20-1 Titrimetry (Kjeldahl) I
Dairy permeate powders Moisture'” ISO5537|IDF26 Gravimetry,drying at 87°C I
Edible casein products (caseins Ash (including P20s) ISO 5545 | IDF 90 Gravimetry, ashing at 825 °C I

obtained by rennet precipitation and of
caseinates, with the exception of
ammonium caseinate)

Edible casein products (acid caseins, of Ash (including P20s) ISO 5544 | IDF 89 Gravimetry, ashing at 825 °C I
ammonium caseinates, of their

mixtures with rennet casein and with

caseinates, and of caseins of unknown

type)

Edible casein products Copper ISO 5738 | IDF 76 Colorimetry [
(diethyldiethiocarbamate)

Edible casein products Lead ISO/TS 6733 | IDF/RM 133 Spectrophotometry (1,5- v
diphenylthiocarbazone)

Edible casein products Sediment (scorched particles) 1SO 5739 | IDF 107 Visual comparison with standard v
disks, after filtration

Edible casein products Water'” ISO 5550 | IDF 78 Gravimetry, drying at 102 °C I

Emmental Propionic acid ISO/TS 19046-11 IDF/RM 233-1 Gas Chromatography -FID v

Emmental Propionic acid ISO/TS 19046-21 IDF/RM 233-2 lon exchange chromatography - UV \

Evaporated milks Milkfat ISO 1737 | IDF 13 Gravimetry (Rése-Gottlieb) I

Fermented milks Colony-forming units of yeasts 1SO 6611 | IDF 94 Colony-count at 25 °C v

and/or moulds
Milk powders and cream powders Acidity, titratable ISO 6091 | IDF 86 Titrimetry, titration to pH 8.4 I
Milk powders and cream powders Milkfat ISO 1736 | IDF 9 Gravimetry (Rése-Gottlieb) I

Milk powders and cream powders Water'” ISO 5537 | IDF 26 Gravimetry, drying at 87°C I
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Commodity Provision Method Principle Type
Milk and Milk Products
Milkfat products Fatty acids, free (expressed as 1SO 1740 | IDF 6 Titrimetry I

oleic acid)
Milkfat products (anhydrous milkfat) Peroxide value AOAC 965.33 Titrimetry I
Milkfat Products (anhydrous milkfat) Peroxide value (expressed as  1SO 3976 | IDF 74 Photometry I
meq. of oxygen/kg fat)
Milkfat products Water!” ISO 5536 | IDF 23 Titrimetry (Karl Fischer) Il
Sweetened condensed milk Milkfat ISO 1737 | IDF 13 Gravimetry (Rése-Gottlieb) I
Sweetened Condensed Milks Solids'® ISO 6734 | IDF 15 Gravimetry, drying at 102 °C I
Whey cheeses by coagulation Milkfat ISO 1735 | IDF 5 Gravimetry (Schmid-Bondzynski- I
Ratzlaff)
Whey cheeses by coagulation Milkfat in dry matter ISO 5534 | IDF 4 and Calculation from dry matter content I
ISO 1735 | IDF 5 and fat content
Gravimetry, drying at 102°C and
Gravimetry (Schmid-Bondzynski-
Ratzlaff)
Whey powders Ash ISO 5545 | IDF 90 Gravimetry, ashing at 825°C v
Whey Powders Lactose ISO 5765-1/2 | IDF 79-1/2 Enzymatic method: Part 1 - Glucose Il
moiety or Part 2 - Galactose moiety
Whey powders Milkfat ISO 1736 | IDF 9 Gravimetry (Rése-Gottlieb) I
Whey powders Water'” ISO 5537 | IDF 26 Gravimetry, drying at87°C I

Note 15: milk total solids and milk solids-not-fat (MSNF) content include water or crystallization of lactose
Note 16: water content excluding the crystallized water bound to lactose (generally known as “moisture content”
Note 17: moisture content excluding water of crystallization of lactose
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METHODS OF ANALYSIS FOR CONSIDERATION BY CCNFSDU

PART 5

Commodity Provision Method Principle Proposed Type
Infant Formula Calcium AOAC 2011.14 /1SO 15151 | IDF 229 ICP emission spectroscopy ]
Infant Formula Copper AOAC 2011.14 /1SO 15151 | IDF 229 ICP emission spectroscopy ]
Infant Formula Iron AOAC 2011.14 /1SO 15151 | IDF 229 ICP emission spectroscopy ]
Infant Formula Magnesium AOAC 2011.14/1SO 15151 | IDF 229 ICP emission spectroscopy 1]
Infant Formula Manganese AOAC 2011.14/1SO 15151 | IDF 229 ICP emission spectroscopy 1]
Infant Formula Phosphorus AOAC 2011.14 /1SO 15151 | IDF 229 ICP emission spectroscopy ]
Infant Formula Potassium AOAC 2011.14 /1SO 15151 | IDF 229 ICP emission spectroscopy ]
Infant Formula Sodium AOAC 2011.14 /1SO 15151 | IDF 229 ICP emission spectroscopy ]
Infant Formula Zinc AOAC 2011.14 /1SO 15151 | IDF 229 ICP emission spectroscopy ]
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PART 6
RECOMMENDATIONS OF METHODS OF ANALYSIS FOR CONSIDERATION BY CCSCH!
Methods of analysis for provisions in the proposed draft Standard for Dried or Dehydrated Garlic

Parameter Method Principle Type?

Moisture AOAC 986.21 Distillation I

Total Ash on dry basis AOAC 986.21 and Calculation I
ISO 928 Distillation and Gravimetry

Acid Insoluble Ash on dry basis AOAC 986.21 and Calculation I
ISO 930 Distillation and Gravimetry

Extraneous Matter ISO 927 Visual Examination followed by Gravimetry I

Foreign Matter ISO 927 Visual Examination followed by Gravimetry I

Insects//Insect Fragments ISO 927 Visual Examination v

Live Insects ISO 927 Visual Examination v

Live Insects AOAC 960.51 Visual Examination v

Mammalian Excreta Macroanalytical Procedure Manual, USFDA, Visual Examination v

Technical Bulletin V.39 B (For whole)
Mammalian Excreta AOAC 993.27 (For Ground) Enzymatic Detection Method v
Cold Water Soluble Matter on dry basis ISO 941 and AOAC 986.21 Calculation I
Extraction followed by Gravimetry

Volatile Organic Sulfur Compounds ISO 5567 and AOAC 986.21 Calculation v

Content on a dry basis Distillation followed by Titrimetry

Mould damage Method V-8 Spices, Condiments, Flavors and Visual Examination (For whole) Y

Crude Drugs
(Macroanalytical Procedure Manual,
FDA Technical Bulletin Number 5)
http://www.fda.gov/Food/FoodScienceResearch
[LaboratoryMethods/ucm084394.htm#v-32

" The methods of analysis for the provisions in the remaining standards for spices and culinary herbs should be considered in the light of these recommendations


http://www.fda.gov/Food/FoodScienceResearch/LaboratoryMethods/ucm084394.htm#v-32
http://www.fda.gov/Food/FoodScienceResearch/LaboratoryMethods/ucm084394.htm#v-32
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Methods of analysis for provision in the proposed draft Standard for Dried Oregano

Parameter Method Principle Type?
Moisture ISO 939 Distillation I
Total ash on dry basis ISO 939 and Calculation I
ISO 928 Gravimetry and distillation
Acid-insoluble ash on dry basis ISO 930 and ISO 939 Calculation I
Gravimetry and distillation
Volatile oils on a dry basis ISO 939 and Calculation I
ISO 6571 Distillation and
Distillation

Extraneous vegetable matter ISO 927 Visual examination followed by Gravimetry I
Foreign matter ISO 927 Visual examination followed by Gravimetry I
Mammalian excreta Macroanalytical Procedure Manual, Visual examination v

USFDA, Technical Bulletin V.39 B (For

whole)

Other excreta AOAC 993.27 (For Ground) Visual examination v
Whole dead insect ISO 927 Visual examination v
Whole dead insect MPM V-8 Spices, Condiments, Flavours Visual examination v

and Crude Drugs A. General methods

for spices herbs and botanicals (V 32)
Insect fragments AOAC 969.44 Flotation method Y
Insect fragments AOAC 975.49 Flotation method Y
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Appendix Il

DRAFT PREAMBLE AND DOCUMENT STRUCTURE FOR THE GENERAL STANDARD ON
METHODS OF ANALYSIS AND SAMPLING (CXS 234-1999)

(at Step 5/8)
INTRODUCTION

1. This Standard contains definitions, lists of methods of analysis, method performance criteria,
descriptions of some methods and a list of methods of sampling. The methods of analysis and sampling
contained in this Standard are the recommended ones to be used to assess compliance for a specific provision
described in Codex standards and can be used for reference, in calibration of methods in use or introduced
for routine examination and control purposes.

2. It is recommended that this Standard should be read in conjunction with the related Codex Standards,
guidelines and other documents™.

3. In case of disputes of analytical results, guidance is given in the Guidelines for Settling Disputes over
Analytical (Test) Results (CXG 70-2009), including guidance on the use of methods of analysis.

PART |. PREAMBLE
1. Scope

This Standard is intended to provide a single reference to methods of analysis and sampling for food as
adopted by the Codex Alimentarius Commission.

This Standard is not applied to methods of analysis and sampling for residues of pesticides or veterinary drugs
in food, the assessment of micro biological quality and safety in food, and the assessment of specifications for
food additives.

2. Definition of Terms

2.1 Codex Methods of Analysis: methods for the verification of provisions in Codex Standards. The
methods are classified as Defining Methods (Type 1), Reference Methods (Type Il), Alternative Approved
Methods (Type lll), & Tentative Methods (Type V) (see Codex Procedural Manual, Section II: Elaboration of
Codex texts, Definition of types of methods of analysis).

2.2 Methods of Analysis Principle: The science-based analytical principle of the method of analysis,
described concisely, focusing on the technique.

2.3 Provision: Attribute of a commodity that needs to be confirmed by analysis to ensure that it conforms to
that standard.

2.4 Method performance criteria: Set of performance characteristics to which a method used must comply
when determining a provision.

PART Il. METHODS OF ANALYSIS

The part Il contains 3 sections.

Section |

This section presents all the methods by commodities and provisions.

Method listed in this section could be used for any purpose in line with the principle of this standard and Codex
Procedural Manual. They could be used for national regulation, control and inspection. In addition to method
Type | and Il, method Type Il and IV can be used in case of disputes, if it was agreed between the respective
competent authorities or other trade parties, according to the Guidelines for Settling Disputes on Analytical
(Test) Results (CXG 70-2009).

The most updated version of the method should be used in application of ISO/IEC 17025 unless it is not
appropriate or possible to do so.

' Harmonized IUPAC Guidelines for the Use of Recovery Information in Analytical Measurement (CXG 37-2001),
Harmonized IUPAC Guidelines for Single-Laboratory Validation of Methods of Analysis (CXG 49-2003), Guidelines on
Sampling (CXG 50-2004), Guidelines on Measurement Uncertainty (CXG 54-2004), Harmonized Guidelines for Internal
Quality Control in Analytical Chemistry Laboratories (CXG 65-1997), protocols for method performance determination
through collaborative study. (CXG 64-1995 and ISO 5725), Food Control Laboratory Management: Recommendations
(CXG 28-1995).
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Each line of the methods list corresponds to one method of analysis or more than one when multiple methods
are needed to reach a result. In case of multiple methods use, they are called complementary being presented
on table with an “and” between them. When a provision is determined by calculation, a brief description of the
calculation shall be given in the principle column.

When the methods are in the same row separated by a vertical bar "|", they are identical and published in a
single document by different standards development organizations. When methods are separated by a forward
slash "/", technical procedures are identical but published in separate documents which may have different
editorial formats.

When there is the letter “M” on “Method” Column, a full description of method is provided in Section Ill. When
there is the letter “C” on column “Criteria/Type”, a method performance criterion is provided in Section Il.

Section Il

This section presents method performance criteria.

Section Il

This section presents complete descriptions of methods of analysis

SECTION | - METHODS OF ANALYSIS AND METHOD PERFORMANCE CRITERIA BY COMMODITY

This section contains:

a) Commodity;

b) Provision;

c) Method;

d) Principle;

e) Codex Standard

f) Criteria/Type.
SECTION Il - PROVISIONS FOR WHICH THERE ARE METHOD PERFORMANCE CRITERIA

This section contains:

a) Commodity;

b) Provision;

c) Maximum level (ML)

d) Minimum applicable range;

e) Limit of detection (LOD);

f) Limit of quantification (LOQ);

9) RSDr (Relative Standard Deviation of Reproducibility);

h) % Recovery;

i) Examples of Methods that meet the criteria and their principles also can be mentioned. However, any

method that complies with the established performance criteria can be used;

i) Principle.

SECTION Il - COMPLETE DESCRIPTION OF THE METHODS OF ANALYSIS

This section contains:

a) Description and scope of the method that includes the commodity and provision.
PART Ill. METHODS OF SAMPLING BY COMMODITY CATEGORIES AND NAMES
This part contains:

a) The name of the commodity/product;

b) Identification of method of sampling;

c) Notes.
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Appendix IV

PROPOSED DRAFT REVISION OF THE GUIDELINES ON MEASUREMENT UNCERTAINTY (CXG 54 —
2004)

(at Step 5)

1. Analytical measurement results in food control are used to assess whether food products meet
relevant specifications. The accuracy of measurement results is affected by various error components, and it
is important to ensure these errors are properly considered. Since the true value of the quantity being
measured is unknown, errors cannot be known exactly. The focus thus shifts to an evaluation of the uncertainty
associated with a measurement result. All measurement results have an associated uncertainty; the non-
estimation of measurement uncertainty does not mean that there is no uncertainty. The estimation of
measurement uncertainty is required to establish the metrological traceability of the measurement results.
Accordingly, measurement uncertainty is of utmost importance in analytical testing and subsequent decision-
making. It should be noted that, in this guideline, the evaluation of sampling uncertainty is not included.

2. The Codex Alimentarius Commission has developed Guidelines for the Assessment of the
Competence of Testing Laboratories Involved in the Import and Export Control of Foods (CXG 27-1997). They
recommend that laboratories involved in food control for import/export should adopt the general criteria set
forth in ISO/IEC 17025 [1]. This standard requires that where necessary for the interpretation of the test results
and where applicable measurement uncertainty shall be included in the test report. The ISO/IEC 17025
standard also requires that the measurement uncertainty and its level of confidence must be made available
to the user (customer) of the results, on request. The use of measurement uncertainty in establishing decision
rules must be documented. In summary, the ISO/IEC 17025 standard requires that information regarding
measurement uncertainty must be provided in test reports insofar as it is relevant to the validity or application
of the test results, in response to a customer's request, or when the uncertainty affects compliance to a
specification limit.

Scope

3. This guideline covers general aspects of measurement uncertainty for quantitative analysis, gives
definitions of measurement uncertainty and related terminology and clarifies the role of measurement
uncertainty in the interpretation of test results and the relationship between measurement uncertainty and
sampling plans. This guideline does not address the uncertainty component associated with sampling and
focuses on uncertainty contributions which arise in connection with obtaining a test sample from the laboratory
sample, taking a test portion from a test sample (i.e. the errors due to the heterogeneity! between test portions)
and the analysis of a test portion in the laboratory.

4. While the role of chemical analysis in food control often involves quantitative analytical measurement
results, qualitative results are also relevant. For the estimation of the measurement uncertainty associated with
qualitative results, a different approach should be applied than for quantitative results.

Prerequisites

5. Laboratories which perform measurements in chemical analysis should have effective quality
assurance procedures in place (properly trained staff, equipment maintenance, calibration of equipment,
reference materials and standards, documentation, participation in proficiency tests, quality control charts etc.),
which can be used for the evaluation of measurement uncertainty. Furthermore, sufficient statistical knowledge
either by qualified staff or external consultants is recommended, in order to ensure that statistical methods,
mathematical formulas and decision rules are correctly applied, and that criteria for producer and consumer
risks are met. Examples and explanations of decision rules can be found in ISO 10576 and JCGM 106:2012.

Terms and definitions

6. For the purposes of this guideline, the terms and definitions of the following documents apply.

' The heterogeneity between test portions is composed of compositional heterogeneity (CH) and distributional
heterogeneity (DH). Both of these lead to random errors when selecting a test portion, known as Fundamental Sampling
Error — also called Fundamental Variability — and Grouping and Segregation Error. Fundamental variability results from CH
and is the variability between test portions that remains even under the best achievable degree of particle size reduction.
The fundamental variability has a dominant effect on total variability when the “target compound” is predominantly located
in a specific fraction of the particles (there is a low number of particles with relatively high concentrations of the target
compound). The fundamental variability can be controlled by collecting a sufficient test portion mass. Grouping and
segregation error results from DH and is the non-random distribution (spatial or temporal) of the “target compound” within
the material from which a test portion is selected. The grouping and segregation error can be controlled through the
collection of a sufficient number of random increments to comprise a test portion.
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7.

Guidelines on analytical terminology (CXG 72-2009)

JCGM 200:2012 International vocabulary of metrology — Basic and general concepts and associated
terms (VIM)

ISO 3534-1:2006 Statistics — Vocabulary and symbols — Part 1: General statistical terms and terms
used in probability

ISO 3534-2:2006 Statistics — Vocabulary and symbols — Part 2: Applied statistics

ISO 2859-1:2014 Sampling procedures for inspection by attributes — Part 1: Sampling schemes
indexed by acceptance quality limit (AQL) for lot-by-lot inspection

ISO 3951-1:2016 Sampling procedures for inspection by variables — Part 1: Specification of single
sampling plans indexed by acceptance quality limit (AQL) for lot-by-lot inspection for a single quality
characteristic and a single AQL

ISO 6498:2012 Animal feeding stuffs -- Guidelines for sample preparation 1SO 10725:2000
Acceptance sampling plans and procedures for the inspection of bulk materials

For convenient reference, the following definitions are provided here:

laboratory sample

sample as prepared (from the lot) for sending to the laboratory and intended for inspection or testing

test sample

subsample or sample prepared from the laboratory sample and from which test portions will be taken

test portion

quantity of material drawn from the test sample (or from the laboratory sample if both are the same)

inspection by variables

inspection by measuring the magnitude of a characteristic of an item

lot

a lot is a definite quantity of some commodity manufactured or produced under conditions, which are
presumed uniform for the purpose of these Guidelines.

sample

set of one or more items taken from a lot and intended to provide information on the lot

item

that which can be individually described and considered

sample size

number of items in the sample

sampling plan

combination of sample size(s) to be used and associated lot acceptability criteria

sampling increment

amount of bulk material taken in one action by a sampling device

composite sample

aggregation of two or more sampling increments taken from a lot for inspection of the lot

General considerations

9.

When a measurement is performed, it is generally assumed that a “true value” of the quantity being

measured exists. However, this true value is unknown and is thus only available as a reference value or a

conventional true value. For this reason, measurement error cannot be reliably estimated and the focus shifts
to the evaluation of measurement uncertainty. Measurement uncertainty is expressed as an interval within
which values which can reasonably attributed to the measured quantity will lie with a stated coverage

probability. It is assumed that any necessary bias correction has been correctly performed. Since all
measurement results are subject to error, laboratories are expected to estimate and, if necessary, report the
measurement uncertainty associated with every result.
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10. Measurements are affected by many influences — e.g. effects which arise in connection with changes
in temperature, pressure, humidity, matrix variability or with the judgement of the analyst. These errors can be
classified as either systematic or random. The term bias is often used to refer to a systematic error. Even if all
systematic error components could be evaluated and corrected for, measurement results would remain subject
to random errors which cannot be corrected for, leading to an uncertainty range. An example of the manner in
which a random error manifests itself is the dispersion of measurement results observed when measurements
are performed within one laboratory under near-identical, i.e. repeatability, conditions. The individual
components of measurement uncertainty should be identified and estimated. Some of these components can
be evaluated from the statistical distribution of a series of measurement results and characterized by standard
deviations. The other components, which can also be characterized by standard deviations, are evaluated on
the basis of distributional assumptions derived from experience or other information. All components of
uncertainty, including those arising from systematic effects such as the uncertainty of bias corrections and
reference standards, contribute to the dispersion.

11. It is important to note that time and financial resources do not allow for the evaluation and correction
of all measurement errors. For this reason, the focus lies on the identification and evaluation of the main
components of measurement uncertainty.

Uncertainty components

12. While performing a measurement, it is important to consider all possible uncertainty components which
will influence the result of the measurement. Typical uncertainty components include effects associated with
instrumental equipment, analyst, sample matrix, method, calibration, time and environment. These sources
may not be independent, in which case the respective correlations should be taken into account in the
uncertainty budget — i.e. in the computation of the total uncertainty. Moreover, under certain circumstances,
the effect associated with a particular uncertainty component may change over time and a new estimation of
measurement uncertainty may be necessary as a result. For more information on this subject, please refer to
the EURACHEM / CITAC Guide CG 4.

Procedures for Estimating Measurement Uncertainty

13. There are many procedures available for estimating the uncertainty of a measurement result, notably
those described in ISO/IEC Guide 98-3:2008 and EURACHEM / CITAC Guide CG 4. The Codex guidelines
do not recommend a particular approach for estimating measurement uncertainty, but it is important that
whatever approach is used be scientifically acceptable?. Choosing the appropriate procedure depends on the
type of analysis, the method used, the required level of reliability, and the urgency of the request for an estimate
of measurement uncertainty. In general, procedures are based either on a “bottom-up” approach or on a “top-
down” approach, with the latter using data from collaborative trials, proficiency studies, validation studies or
intra-laboratory quality control samples, or a combination of such data.

14. Most common approaches for the evaluation of measurement uncertainty:
e Modelling (Classical ISO GUM)
- Bottom-up component-by-component evaluation according to ISO GUM
e Single-lab validation

- Top-down approach e.g. according to Nordtest TR 537, NMKL procedure No. 5,
EURACHEM/ CITAC Guide CG 4 (uncertainty of results obtained using the same procedure
in a single laboratory varying conditions as described above)

e Interlaboratory validation

- Top-down approach using the reproducibility standard deviation (ISO 21748) (uncertainty
of results obtained using the same procedure in different laboratories)

e Proficiency testing (PT)

- Top-down approach using the target reproducibility standard deviation (uncertainty of
results obtained by analysing the same sample(s) in different laboratories)

2 The expression “scientifically acceptable” is used here to mean either that the approach has been previously described
in an international standard or guideline or that, upon expert scrutiny, it would be agreed that the approach is appropriate.
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15. These procedures are not equivalent and may produce different estimates of the measurement
uncertainty. In the top-down approach, the reproducibility standard deviation obtained from collaborative
studies is often used as a measure of measurement uncertainty. The matrix mismatch uncertainty component
should be adequately taken into account during the estimation of measurement uncertainty. To overcome this
deficiency different matrices and concentration levels — depending on the scope of the method — could be
used. In the case of a single-lab validation study, intermediate precision (within-lab reproducibility) is used for
the estimation of the uncertainty and the laboratory bias is therefore missing with the result that the uncertainty
may have been underestimated. Depending on the case, this can be addressed e.g. by estimating and
correcting for the bias via a recovery experiment (with the uncertainty of the recovery correction duly taken
into account in the uncertainty) or by simulating the laboratory bias by varying influencing effects like analytical
instruments, analysts, time span, equipment for sample preparation etc.

16. In addition to the fact that these procedures may vary with regard to the influencing effects included
there is also often considerable variation due to random variability of the standard deviation figures
(intermediate precision (within-lab reproducibility), reproducibility, repeatability). Therefore, both the chosen
approach for estimating measurement uncertainty (in-house validation, collaborative study, bottom up etc.)
and the estimated level of confidence of the measurement uncertainty should be provided.

17. Almost all uncertainty data are expressed as standard deviations or functions of standard deviations.
If a standard deviation is calculated using a small amount of data there is considerable uncertainty in the
estimate of measurement uncertainty obtained.

18. If the estimate of a standard deviation is obtained from a low number of tests run by a single laboratory
or from a collaborative study conducted by a low nhumber of laboratories each with a single measurement, the
true standard deviation can be up to 2-3 times the estimated standard deviation. This factor can be calculated
with the following Excel formula: SQRT((N-1)/CHISQ.INV(0.05,N-1). This uncertainty of measurement
uncertainty components should be taken into account in the design of experimental studies and the evaluation
of measurement uncertainty. .

19. It is recommended that laboratories which perform food testing with quantitative methods should
always evaluate measurement uncertainty. In cases where a rigorous evaluation cannot be made,
measurement uncertainty should at least be estimated on the basis of principles, experience and “state of the
art” knowledge based e.g. on results from comparable laboratories, concentration levels, matrices, analytical
methods or analytes.

20. In order to demonstrate that a laboratory is competent in the application of a validated method, there
are two possible approaches:

a. the laboratory uses a validated in-house test method with established limits regarding the major
measurement uncertainty components along with the exact manner in which relevant quantities must be
calculated

b. the laboratory uses an official and/or standardized method with established method performance
characteristics and verifies that it can meet and/or exceed the within laboratory performance parameters in
accordance with the official standardized method and that all the critical influences are under control

21. Most of the methods used in food testing and recommended in Codex documents are well-recognized
methods which have been reliably validated. As long as the laboratory’s competence in the application of a
validated method has been demonstrated following either one of the two approaches described, the
measurement uncertainty evaluation/estimation is considered to have been successfully performed and any
requirements regarding the measurement uncertainty are considered to have been met.

22. The Guidelines for the Assessment of the Competence of Testing Laboratories involved in the Import
and Export Control of Food (CXG 27-1997) requires laboratories involved in the import/export of foods to
comply with the general criteria set forth in ISO/IEC 17025. This standard requires laboratories to use validated
methods; it is thus usually recommendable to use data from the interlaboratory or single-lab validation study
rather than another approach such as the bottom-up approach. In Section 7.6.2 of the EURACHEM / CITAC
Guide CG 4EURACHEM / CITAC Guide CG 4, a procedure for evaluating measurement uncertainty using
collaborative study data is provided. The EURACHEM / CITAC Guide CG 4EURACHEM / CITAC Guide CG 4
also references ISO 21748 as the primary source for the estimation of uncertainty on the basis of “collaborative
study data acquired in compliance with ISO 5725”.
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Uses of measurement uncertainty
23. Measurement uncertainty has several uses including:
e Reporting of measurement results (see ISO/IEC 17025):

Typically, the measurement uncertainty is reported as the expanded measurement uncertainty U, i.e.
as the standard uncertainty u multiplied by a coverage factor k = 2, which for a normal (Gaussian)
distribution corresponds to a coverage probability of approximately 95 %. Note: The higher the
uncertainty of the standard deviation used for the calculation of the measurement uncertainty, the
lower the coverage probability of the latter. In such cases it may be sensible to increase the coverage
factor k by taking the corresponding factor of the Student ¢t distribution.

e Assessing the performance of laboratories (see 1ISO 13528)
e For the design of acceptance sampling (see ISO 3951 and GL50):

e The determination of sample size and acceptance number for inspection by attributes, and of sample
size and acceptability constant for inspection by variables is based on the procedures and the
sampling plans provided in ISO standards and/or Codex guidelines. This calculation has to take into
account the components of measurement uncertainty.

e For comparison between measurement results and true/reference values (ISO 5725-6)
How to report measurement uncertainty in test results

24, In accordance with ISO/IEC 17025 measurement uncertainty should be reported to allow for a decision
as to whether a laboratory sample meets a specification on the basis of an analytical result.

25. However, ISO/IEC 17025 does not state how measurement uncertainty should be taken into account.
It is clear, however, that it is not sufficient to consider measurement uncertainty only, but it is necessary to
include information on the method bias (if significant) and on whether or not a correction was applied. .

Examples of Situations occurring when measurement uncertainty is considered

26. The figure below illustrates how measurement uncertainty can affect decisions whether the true values
conform to specification limits. However, this figure is for illustrative purposes of the principle. Measurement
uncertainty intervals such as those in Figure 1 cannot be used as a valid product assessment procedure.

27. The decision whether the laboratory sample meets the specification or not depends on the rules which
the different parties involved have agreed to apply.

Figure 1: Taking into account the expanded measurement uncertainty in the comparison of test results with a
Maximum Level. For each situation, the red point represents an individual test result and the vertical bar
represents the associated measurement uncertainty interval.
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Situation i

The analytical result minus the expanded measurement uncertainty exceeds the maximum level. The
conclusion is that it lies above the specification.

Situation ii and iii
The analytical result differs from the maximum level by less than the expanded measurement

uncertainty. The standard interpretation here is the outcome is inconclusive. Action on this result
depends on existing agreements between the trading partners.

Situation iv

The analytical result is below the maximum level by more than the expanded measurement uncertainty.
The decision is that it lies below the specification.

Note: The measurement uncertainty interval used in Figure 1 and its comparison to the maximum level
is not intended to be used for lot acceptance sampling or conformity assessment but to illustrate the
interrelation of the analytical test result and its measurement uncertainty with regard to a maximum level.

Note: The implications of situations i to iii in the case of testing MRL compliance are extensively
discussed in the Guidelines on estimation of uncertainty of results (CXG 59-2006). If, as in situations ii
and iii, it cannot be concluded beyond reasonable doubt (in relation to the consumer and producer risks
involved) that the MRL is exceeded or that a compliant test result has been obtained, the decision will
depend on national practices and on existing agreements between the trading partners, which may thus
have a considerable impact on the acceptance of trade consignments. This question is addressed in the
guideline CXG 83-2013 “Principles for the Use of Sampling and Testing in International Food Trade”. It
is stated that “the exporting country and the importing country should agree on how the analytical
measurement uncertainty is taken into account when assessing the conformity of a measurement against
a legal limit”.
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Appendix V

Comprehensive guidance for the process of submission, consideration and endorsement of methods
for inclusion in CXS234

(for internal use by CCMAS)
1. Preamble/Introduction

This document provides integrated guidance on submission to and review of methods of analysis by CCMAS
prior to inclusion in the General Standard for Methods of Analysis and Sampling (CXS 234 — 1999). This
guidance is intended to assist countries and standards development organisations (SDOs) in the submission
and review of methods of analysis for inclusion in CXS 234. The methods are primarily intended as international
methods for the verification of provisions in Codex standards’. This guidance is intended to supplement, and
does not replace or supersede, the information found in the Procedural Manual of the Codex Alimentarius
Commission?. The Procedural Manual should be utilized to capture all of the requirements associated with the
submission and review of methods.

2. Definitions

Definitions used in the description of methods and their performance characteristics should conform to the
Guidelines on Analytical Terminology (CXG 72 — 2009) and the relevant source (e.g. 1ISO, VIM, Eurachem,
etc.) Other descriptors have been used in Codex discussions such as Identical and Complementary and are
defined below:

o Identical (Applies to all types of Codex methods?)
= A single method published jointly by two or more SDOs as a single document, or;
= separate documents containing identical text, or;

= two or more methods which have the same principle, the same chemicals in the same
concentrations, in the same procedure/sequence and the same measuring equipment, but are
published by different SDOs and written in differing styles.*

o Complementary
= Two or more methods which are all required to determine the desired result.

Table 2.1: Clarification and Examples on Method Definitions

. Relevant Separator in
Name Meaning Example Type CX S234
Identical 1. A single method published ISO 5534 | IDF 4 | All Types |

jointly by two or more SDOs as
a single document, or

2. separate documents containing
identical text or

3. two or more methods which
have the same principle, the
same chemicals in the same
concentrations, in the same
procedure/sequence and the
same measuring equipment but
are published by different SDOs
and written in differing styles.*

" Codex Alimentarius Commission Procedural Manual: Principles for the establishment of Codex methods of
analysis

2 Where appropriate and important for context excerpts from the Codex Alimentarius Commission Procedural
Manual are included within this Guidance.

3 See footnote 1 and Description of Method Typing (below).

4 In cases where a standard contains multiple approaches to the determination, but which are not separately
identified, comparison with a second method with more prescriptive details will be carried out on a case-by-
case basis to determine if the two methods may be considered identical.
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. Relevant Separator in
Name Meaning Example Type CX S234
Complementary | Two or more methods required to ISO 5534 | IDF 4 | All Types and
determine/calculate the required and I1ISO 1735 |
answer IDF 5

Description of Method Typing from Procedural Manual

Methods of Analysis
Definition of types of methods of analysis

(a) Defining Methods (Type I)
Definition: A method which determines a value that can only be arrived at in terms of the
method per se and serves by definition as the only method for establishing the accepted
value of the item measured.
Examples: Howard Mould Count, Reichert-Meissl value, loss on drying, salt in brine by
density.

b) Reference Methods (Type II)
Definition: A Type Il method is the one designated Reference Method where Type |
methods do not apply. It should be selected from Type Ill methods (as defined below). It
should be recommended for use in cases of dispute and for calibration purposes.
Example: Potentiometric method for halides.

(c) Alternative Approved Methods (Type IlI)
Definition: A Type Il Method is one which meets the criteria required by the Committee
on Methods of Analysis and Sampling for methods that may be used for control,
inspection or regulatory purposes.
Example: Volhard Method or Mohr Method for chlorides

(d) Tentative Method (Type V)
Definition: A Type IV Method is a method which has been used traditionally or else has
been recently introduced but for which the criteria required for acceptance by the
Committee on Methods of Analysis and Sampling have not yet been determined.
Examples: chlorine by X-ray fluorescence, estimation of synthetic colours in foods.

Table 2.2: Guidance on Method Listing in CXS 234

Types

Further explanation

Coexistence with other types

Examples

Need validation data.5

There can be only one Type |
method listed for each commodity
and provision (unless
complementary or identical.

No other Type Il or Type llI
methods can be listed for same
commodity and provision.

Determination of nitrogen content
by Kjeldahl, determination of fat
by Weibull-Berntrop,

provision, but cannot exist without
a Type Il method.

Il Need validation data.* There can be only one Type I Chromatography,
method listed for each commodity | spectrophotometry
and provision (unless identical or
complementary).

1] Need validation data.* Multiple Type Ill methods can be Chromatography,
listed for a commodity and spectrophotometry

5 Precision figures for methods are an important aspect of assessing the performance of methods and that for newly
developed / proposed Type | methods, precision figures should be presented as part of the data reviewed during the
endorsement process. Lack of such data would not cause a change in the method type or revocation of a method.
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Types Further explanation Coexistence with other types Examples
v No or insufficient Can be listed as alternative to
validation data. Type /111l if deemed useful by
CCMAS.

More than 1 Type IV method may
be listed for each commodity and
provision.

May be only method type listed
when there are no other methods
that meet the general criteria for
selection of methods.

3. Process for the submission of methods of analysis for provisions in Codex Documents

3.1 Steps in the process

Vi.

Vii.

Signaling and capturing the need for a method when a new or amended provision or
reference to the provision is incorporated in a Codex document.

Initiative of one or more SDOs, Codex Members, or other Codex related entities (e.g.
Bureau International des Poids et Mesures, International Oil Council) to identify an
existing candidate method or to develop and validate the candidate method.

Submission of the candidate method to the relevant Codex Committee, or directly to
CCMAS when the relevant committee has been adjourned. (See Section 3.2 ii).

A candidate method may be submitted directly to CCMAS for review and endorsement,
even when the relevant Codex Committee is active. If endorsed, the method will be
referred to the relevant Codex Committee for approval prior to submission to CAC.

Review of the method suitability (fithess for purpose) by the relevant Codex Committee
and submission to CCMAS for review.

Review, assign typing, endorsement of the method by CCMAS including decision on
submission of a proposal to CAC for adoption of the method and inclusion in CXS 234,
optionally indicating replacement or retyping of already listed method(s) in CXS 234. (See
Section 3.4).

Decision on adoption by CAC and inclusion in CXS 234, optionally replacing or editing
already listed method(s) in CXS 234.

3.2 Acceptance of methods of analysis

The Codex Committees should submit methods to CCMAS for endorsement in line with the
Procedural Manual. Codex standards for products in commercial trade between countries need to
be defined by each committee.

All proposed methods of analysis must have direct pertinence to the Codex Standard to
which they are directed.

Each provision in a standard needs to have an attribute (e.g. limit value, maximum or
minimum level, a description) and a suitable method of analysis for use should a dispute
arise.

When a committee develops a standard, during the development process and before
submission of a method to CCMAS, the committee should:

a. Consider the criteria approach in place of recommending specific methods;

b. Determine if a suggested method of analysis is fit for purpose in consultation
with relevant trade organizations, referee laboratories, competent authorities
and standards development organizations;

c. Determine if there are validation data available for the method and analyte in
the commaodity or food;

d. Determine if the suggested method of analysis has been studied by one or more
SDOs;
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e. Consult the appropriate SDOs on the validation and publication status and
applicability of the methods;

f. whenever possible, provide information to CCMAS for each individual analytical
method proposed, relating to specificity, accuracy, precision (repeatability,
reproducibility) limit of detection, sensitivity, applicability and practicability, as
appropriate® (see Annex |)

iv. Proposal of methods of analysis to CCMAS for endorsement should be carried out with
the knowledge that the methods of analysis meet the above criteria (iii. a-f).

a. Proposals should include the information presented in the template in Annex 1 to
allow the Committee to assess and compare the actual analytical performance of
the method to the provision specifications in the relevant Codex Standard.
CCMAS delegates and observers are expected to review this information prior to
endorsing the method for inclusion in CXS 234.

b. Methods of analysis elaborated by international organizations occupying
themselves with a food or group of foods are preferred.

c. Methods which have been validated in interlaboratory trials are preferred.

v. Committees are encouraged to offer proposals for the Typing of a method and the
Principle (definition of the technique) according to the requirements of CXS 234. CCMAS
will confirm these proposals and also consider the advice of relevant SDOs.

vi. Method proposals should be supplied to CCMAS well in advance (60 days) of a physical
meeting to enable receipt of comments from interested parties.

a. Delegates, SDOs and observers are strongly encouraged to provide written
comments in a timely fashion (30 days, prior to the meeting).

3.3 Endorsement by CCMAS of a proposed method of analysis is a multi-stage process:

i. Proposed methods are reported to the committee under Agenda Item 2 and Agenda ltem
3 of the CCMAS Provisional Agenda.

i. Methods together with their Typing and Principle are discussed by the Physical Working
Group (PWG) on Methods Endorsement, generally held immediately prior to CCMAS.

1. Delegates and observers are encouraged to review the methods and make
any recommendations on possible alternative methods or identical methods
in writing prior (30 days) to the PWG and according to CCMAS timelines.

2. If recommendations of alternative methods or identical methods are made
during the PWG and not prior to the PWG, discussion and endorsement of
these methods may be held for discussion at the next meeting of the
committee to allow for adequate review of the recommendations.

ii. The PWG report recommends endorsement and typing or denial of methods to the
committee.

iv. CCMAS discusses the report of the Physical Working on Methods Endorsement in
plenary.

v. Methods endorsed by CCMAS are forwarded to CAC for adoption, except if methods
have been submitted directly to CCMAS and without prior input of the relevant active
Codex Committee (Section 3.1 iv).

3.4 Revocation/removal by CCMAS of a method of analysis listed in CXS 234:

CCMAS has agreed (REP16 MAS, Appendix IV) to an on-going periodic (10 years) review of
methods. This periodic review is partly intended to capture methods that need to be
revoked/removed. Additionally, the following steps are applicable to initiate the revocation/removal
of a method outside of the periodic review process:

8 Procedural Manual: Relations between Commodity Committees and General subject Committees, Methods of Analysis
and sampling, normal practices
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Vi.

The recognition that a method is obsolete, inappropriate (no longer fit for purpose) or has
been withdrawn by the relevant SDO should be brought to the attention of CCMAS by
Codex Committee members, member countries, observers and SDOs.

When a method becomes obsolete the committee originally proposing the method of
analysis should be informed and should find a replacement and bring it to the attention of
CCMAS.

The SDO should bring the information directly to CCMAS if the Codex Committee is
adjourned or otherwise inactive/unresponsive.

The opinion of the SDO which owns the method should be recognized by CCMAS.
Proposals for a replacement are encouraged and will be deliberated by CCMAS.

If CCMAS identifies an obsolete or inappropriate method it should alert the committee (if
active) of proposed removal from CXS 234, to allow the committee to respond to the
revocation.

3.5 The role of SDOs in Codex Committees

To play a positive role in the maintenance of methods of analysis for use in the Codex system,
SDOs wishing to maintain ownership and exercise their rights as methods providers (intellectual
property and copyright issues) should undertake the following oversight activities:

iv.

Vi.

Vii.

viii.

Xi.

Have Codex Alimentarius observer status
Follow the activities of relevant Codex committees
Contribute timely written comments on relevant issues

Provide method performance data and other relevant information to the CCMAS during
method review

Contribute oral comments during plenary proceedings

Inform Codex of changes in SDO activities (for instance in a report/brief news item or
through joint contributions of the InterAgency meeting)

Bring to the attention of CCMAS actions at a Codex committee which may lead to a
change in requirements for a method of analysis

Bring to the attention of a Codex committee actions by CCMAS which may lead to a
change in requirements for a method of analysis

Provide Codex Alimentarius with assistance when deliberations involve technical details
or a deeper understanding of analytical issues

Encourage horizontal and regional committees to seek the advice of relevant SDOs on
analytical issues at all stages of standard development, including contacting those
organizations not participating during a discussion.

Ascertain that references in CXS 234 to their standards are correct and kept up to date.

3.6 The role of SDOs at CCMAS in the methods endorsement process

SDOs should be:

The provider of accurate information regarding the status of an analytical method and its
stage within the organization’s method evaluation process (e.g. publication status, SLV,
full collaborative study or anecdotal or PT data collection) and its fithess for purpose.

In agreement when methods are “Identical” or have sufficient differences to affect the
analytical outcome. SDOs are to provide this assurance to CCMAS.

Able to consider scope and scope extension vs “Codex general methods”.

Able to provide advice on method typing as these criteria are specific to Codex, and not
generally used by SDOs outside of CCMAS.

3.7 Replacement of Type | methods

This sub-section is applicable to the replacement of a Type | method with a new Type | or with
Type 1/l method(s).
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Codex committee, either through members or consultation with SDO, proposes to replace

an existing Type | method

i. The new method may be an empirical or rational method

iii. The new method is referred, reviewed and endorsed as outlined in sub-section 3.1

iv. As part of the endorsement a time frame to complete the change is established

V. If adopted by the Commission, the new method would replace the older method in CXS
234 at designated date.

3.8 Type IV methods and their transitioning to other method types

i. New candidate methods may only be typed as Type I, Il or lll when submitted with a full
set of validation data, e.g. precision data obtained in conformity with internationally
accepted standards. With the submission of other lesser validation data these methods
will be listed as Type IV.

ii. Existing Type | methods without a full set of validation data are to be considered on a
case-by-case basis by the relevant SDO(s) on:

a.
b.

c.
d.

the feasibility of collecting and submitting the missing validation data to Codex

the availability of an alternative candidate-method to become the Type |
method

the rationale for keeping the existing Type | method in place as is

the rationale for retyping the method or revocation of the method.

iii. A method typed as Type IV may be retyped after the submission of acceptable validation
data from the SDO, or method owner, to CCMAS. A method should not remain as Type IV

indefinitely.

iv. Where two methods are proposed as Type | for a particular provision, the relevant SDOs
shall determine if the methods are Identical (in which case they can both be listed) or if,
based on the performance data or other information, one better meets the required criterion
than another. In cases where there is a regional preference for one method over another,
the relevant Codex committee should decide, and provide justification on, which method to
put forward to CCMAS.

3.9. Presentation of methods for incorporation into CXS 234

CXS 234 is a summary document that contains all the methods of analysis that cover provisions
contained in Codex Standards but excludes methods for pesticides and veterinary drugs in food,
the assessment of micro biological quality and safety in food, and the assessment of specifications
for food additives. In time this will be the sole reference for these methods.

i. Information required:

a.

® & 0o T

f.

An attribute in a Codex standard with a limit/range of values or a characteristic
(authenticity)

A suitable method for the analysis, preferably from an accepted SDO
Principle
Codex Typing

Assurance that sufficient testing has been carried out to generate precision
data

Validation data that prove fitness for purpose?

ii. Correct use of separators between methods presented in CXS 234 (as per Table 2.1).

iii. If separator is not applicable (e.g. not Identical), methods should be listed in separate

rows.

7 Degree to which data produced by a measurement process enables a user to make technically and administratively
correct decisions for a stated purpose. Guidelines on Analytical Terminology (CXG 72-2009)
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Annex |

Template for submissions of methods for Endorsement of Methods of Analysis and Sampling

Executive Summary (if long document)

Insert a brief summary of the submission and the recommendations to CCMAS.

Agenda Item #3: Endorsement of Methods of Analysis Provisions and Sampling Plans in Codex
Standards

Codex Committee on ....
Methods of analysis for provisions in the Standard for .... (CXS....)

Method(s) for provision 1

- If relevant, reminder of the decision from Codex Committee.

- Title and description of Method A. Scope, validated matrice(s). Indicate where the method is published,
and where the validated data/report of collaborative study is published.

- Description of the principle (including reagents, standards, temperatures, equipments...)

- If other methods are already listed in CXS 234, brief description of current method(s) (method B), and
how the new proposed method compares to it.

Include a Summary table of the validation data for each attribute (repeatability, reproducibility, recovery and
limit of quantitation, if data is not protected by copyright). The table and/or text above may include other
relevant information from the collaborative study.

Attribute — XXX Method A Method B

Matrices, samples used in collaborative study

Concentration range of matrices validated

Repeatability (RSDror sr)

Reproducibility (RSDr or sr)

Recovery range from SLV/MLT

Accuracy (Certified materials)

Limit of Quantitation

CXS XX provision 1

[Note: SLV refers to Single Laboratory Validation. MLT refers to Multi-Laboratory Testing studies (i.e.
collaborative studies).]

Summary of proposed changes in CXS 234, including retyping of existing methods and recommendations to
CCMAS

Table 1. Recommended Methods of Analysis and Sampling (CXS 234-1999)

Commodity | Provision Method Principle CXS Proposed
Type
Commodity | Provision New method A Principle 1l
Existing method B retyped Principle H1
Existing method C no change | Principle Il
Existing-method-proposed-to | Principle H
beremoved

Recommendations to CCMAS

XXX recommends CCMAS to take the following actions:

1. Endorse Method A as Type Il for the determination of attribute(s) in commodity A and reclassify the
following existing Type Il methods as Type Il

a. Method B
b. Method C
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