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SUMMARY AND RECOMMENDATIONS
Background
At the 415t session of CCNFSDU the Committee agreed:

i. to continue its work on NRVs-R for persons aged 6 to 36 months following the work programme as spelt
out in the revised project document (REP20/NFSDU Appendix VII)

ii. toinform CCEXEC79 of the revised timeline for completion of work

iii. to establish an eWG chaired by Ireland and co-chaired by Costa Rica and the United States of America
working in English and Spanish to develop General Principles to guide the establishment of NRVs-R for
persons aged 6 to 36 months.

The Terms of Reference (ToR) for the work of this eWG were:

To develop general principles to guide the establishment of NRVs-R for persons aged 6 to 36 months
that describe:
A. the most appropriate approach to derive NRVs-R, based on an analysis of Dietary Intake Refer-
ence Values (DIRVs) from FAO/WHO and the 6 RASBsS;
B. the purpose(s) of these NRVs-R for labelling and, if appropriate, for composition for Guidelines
on Formulated Complementary Foods for Older Infants and Young Children
The EWG should take into account discussions at CCNFSDU41.

Conduct of the eWG

The eWG was established in January 2020 and had 45 members (38 Codex Members, 1 Codex Member
Organisation and 6 Codex Observers). A list of participants can be found in Appendix III.

The Chair and Co-Chairs developed one Consultation Paper to explore ToR B — developing all other aspects
of the General Principles for NRVs-R for persons aged 6—36 months. Responses to this Consultation Paper
exploring ToR B were as follows:

23 eWG members responded
- 21 Codex Members
- 1 Codex Member Organisation

- 1 Codex Observer
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Request for scientific advice

At the 415 session, while no direct request was made to FAO or WHO, the Committee noted that there would
be a need for scientific advice (REP20/NFSDU, para 151) focusing on how the Dietary Intake Reference Val-
ues (DIRVs) for each of the 24 nutrients' were derived by the FAO/WHO and 6 Recognized Authoritative
Scientific Bodies (RASBs)? (therefore providing the background information needed for ToR A). This advice
would also evaluate and rank these DIRVs based on quality of evidence to help inform the work of the Com-
mittee in establishing the NRVs for persons aged 6 — 36 months.

Since CCNFSDU did not directly make a request, and in order to expedite the work, the eWG Chair, Co-Chairs,
Codex Secretariat, and WHO and FAO collaborated to address the need for scientific advice and developed
the Request for Advice. FAO commissioned Janine Lewis (former Delegate of Australia) to undertake this
external work which was described under the following ToRs:

To produce a report on the appropriate approaches to derive NRVs-R based on an analysis of the ap-
proaches used to derive Dietary Intake Reference Values (DIRVs) from FAO/WHO and 6 RASBs. This
work will comprise:

1) Tabulate the DIRVs for up to 25* designated nutrients for older infants and young children
sourced from WHO/FAO and 6 RASB publications.

2) For each nutrient, identify the DIRV whose adult DIRV was selected as the basis of the general
population NRV-R.

3) Examine and document the derivation of each DIRV in the tabulation in 1) and classify accord-
ing to major differences in approach. Name and define these approaches.

4) Evaluate and rank these approaches according to their strengths and weaknesses.

5) Perform other tasks as required and related to the above points.

*CCNFSDU41 agreed to establish for persons aged 6 — 36 months NRVs-R for protein and 23 vitamins and minerals - 24 nutrients in
total. When assigning this external work, the eW G Chairs included sodium given its importance in diets for this age group and included
questions on this in the Consultation Paper described below.

This scientific advice became available to the eWG Chairs in July 2021. While there was not sufficient time for
a consultation on the findings of this report, the findings have been considered by the eWG Chairs t to develop
General Principles for discussion at CCNFSDU42 (see Appendix Il). The full scientific advice report can be
found here.

This paper presents the discussions in the EWG and conclusions and recommendations of the chairs. The
complete summary of discussions and additional questions for consideration are presented in Appendix I.

CONCLUSIONS AND RECOMMENDATIONS

Consistent with the TORs, the EWG has successfully had some discussions on the General Principles and as
the report on the scientific advice for appropriate approaches to derive NRVs-R only became available in July
2021, there was no time for a consultation in 2021. To progress work, the EWG chairs have drafted a separate
annex of General Principles based on this advice for consideration by CCNFSDU42.

Recommendations
The Committee is invited to consider:

a) The proposed draft principles for establishing nutrient reference values for persons aged 6 to 36
months (Appendix Il) taking into account the discussion and recommendations 1 — 5 in Appendix I;

b) Whether the principles should be integrated into Annex | of The Guidelines on Nutrition Labelling (CXG
2 —1985) or remain as a separate text (recommendation 2 in Appendix I);

Vitamin A, Vitamin D, Vitamin C, Vitamin K, Vitamin E, Thiamin, Riboflavin, Niacin, Vitamin B6, Folate, Vitamin B12,
Pantothenate, Biotin, Calcium, Magnesium, Iron, Zinc, lodine, Copper, Selenium, Manganese, Phosphorus, Potassium,
Protein

°The 6 Recognized Authoritative Scientific Bodies (RASBs) are as follows: European Food Safety Authority (EFSA);
United States Institute of Medicine (IOM); Australian National Health and Medical Research Council & New Zealand Min-
istry of Health (NHMRC/MOH); Japanese National Institute of Health and Nutrition (NIHN); International Zinc Nutrition
Consultative Group (IZINCG); Nordic Council of Ministers (Nordic countries).
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c) Whether sodium should be included in the list of nutrients for the establishment of labelling NRVs and
the type of NRV for sodium and potassium (i.e. NRV-R or NRV-NCD; recommendation 5 in Appendix

).
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APPENDIX |

(Summary of discussion and recommendations of EWG / chairs of the EWG)
INTRODUCTION

At the 415t session of CCNFSDU, five recommendations (of a total of 7) were discussed and considered for
the development of NRVs-R for persons aged 6 to 36 months. The subject of these recommendations and
what was agreed (REP20/NFSDU) is described below:

Recommendation 1 REP20/NFSDU, para. 143

The Committee agreed that NRVs-R would be developed for persons from 6 months to not more than 12
months and persons more than 12 months to 36 months (from 1 day after the 1%t birthday to the day of 3"
birthday).

Recommendations 2 and 4 REP20/NFSDU, para 146

The Committee agreed that the general principles for the establishment of NRVs-R for the identified age groups
would be established in the Guidelines on Nutrition Labelling and that once the NRVs-R were established
consideration should be given to how they were presented in the Guidelines on Nutrition Labelling in order to
clarify to which foods these would apply to.

Recommendations 5 and 6 REP20/NFSDU, paras 147 - 148

The Committee agreed that potassium be added to the list for which NRVs would be established. The Com-
mittee also agreed to include protein in the list of nutrients to be considered for deriving NRVs-R but giving it
low priority.

The Committee also noted that there would be a need for scientific advice which would focus on how the
requirements for each of the 24 nutrients were derived by FAO/WHO and 6 RASBs and evaluate and rank
these nutrient requirements based on quality of evidence to help inform the work of the Committee.’

The Committee previously agreed (REP19/NFSDU) that two sets of NRVs-R (one for older infants and one for
young children) would be prepared. However, the importance of having a single set of NRVs-R (6 — 36 months)
in case the product was intended for both the age groups in order to avoid confusing consumers (by having
two sets of values on a label) was noted. It was agreed that the decision on whether or not to combine the two
sets of NRVs-R would be made depending on the actual values in these two sets. In the meantime, separate
sets of NRVs-R for older infants and for young children would be prepared.

The Committee also agreed to continue the work to develop NRVs-R for the four Codex texts identified and to
exclude the Guidelines for Vitamin and Mineral Food Supplements (CXG 55-2015) (para. 120,
REP19/NFSDU).

TERMS OF REFRENCE

The Terms of Reference (ToR) agreed for this 2020 eWG work were as follows:

To develop general principles to guide the establishment of NRVs-R for persons aged 6 to 36 months
that describe:
A. the most appropriate approach to derive NRVs-R, based on an analysis of Dietary Intake Refer-
ence Values (DIRVs) from FAO/WHO and the 6 RASBsS;
B. the purpose(s) of these NRVs-R for labelling and, if appropriate, for composition for Guidelines
on Formulated Complementary Foods for Older Infants and Young Children
The EWG should take into account discussions at CCNFSDU41.

PARTICIPATION AND METHODOLOGY

In January 2020, Codex Members and Codex Observers were invited to participate in the eWG for 2020
through the Codex Platform. The eWG is made up of 38 Codex Members (CMs), 1 Codex Member Organisa-
tion (CMO) and 6 Codex Observers (COs) (the list of participants is in Appendix Ill). The following abbreviations
have been used throughout the paper:

CM(s) = Codex Member(s)
CMO = Codex Member Organisation
CO(s) = Codex Observer(s)

SREP20/NFSDU, para. 151
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One consultation was carried out. This Consultation Paper addressed ToR B and was held between May and
July 2020. There were 23 responses to the Consultation Paper (21 CMs, 1 CMO and 1 CO).

Scientific advice

In order to have the General Principles ready for discussion at Step 4 at CCNFSDU42, the scientific advice
was progressed so that the work under ToR A would be completed and reported in the Agenda Paper for
CCNFSDuU42.

In March 2020, the eWG Chair, Co-Chairs, Codex Secretariat, WHO and FAO collaborated on the request for
scientific advice from external experts. WHO shared their data and scoping review of nutrient requirements
from their on-going work updating the recommended nutrient intakes for infants and young children aged 0-
36 months from their 2004 publication on vitamin and mineral requirements in human nutrition. The Chair and
Co-Chairs gratefully acknowledged this input from WHO as it was very relevant and useful for progressing the
work of this eWG.

Alist of external experts with the relevant background to undertake this work on providing scientific advice was
established and ranked in order of those with the most suitable background knowledge and experience. The
most highly regarded expert on the list compiled, Janine Lewis (former Delegate of Australia), agreed to un-
dertake this external work described under the following ToRs:

To produce a report on the appropriate approaches to derive NRVs-R based on an analysis of the ap-
proaches used to derive Dietary Intake Reference Values (DIRVs) from FAO/WHO and 6 RASBs. This
work will comprise:

1) Tabulate the DIRVs for up to 25* designated nutrients for older infants and young children
sourced from WHO/FAO and 6 RASB publications.

2) For each nutrient, identify the DIRV whose adult DIRV was selected as the basis of the general
population NRV-R.

3) Examine and document the derivation of each DIRV in the tabulation in 1) and classify accord-
ing to major differences in approach. Name and define these approaches.

4) Evaluate and rank these approaches according to their strengths and weaknesses.

5) Perform other tasks as required and related to the above points.

*CCNFSDU41 agreed to establish for persons aged 6 to 36 months NRVs-R for protein and 23 vitamins and minerals - 24 nutrients in
total. When assigning this external work, the eW G Chairs included sodium given its importance in diets for this age group and included
questions on this in the Consultation Paper described below.

This scientific advice became available to the eWG Chairs in July 2021. While there was not sufficient time for
a consultation on the findings of this report, the findings have been considered by the eWG Chairs and General
Principles have been drafted for discussion at CCNFSDU42 (see Appendix Il). The full scientific advice report
can be found here.

CONSULTATION FEEDBACK WITH DISCUSSION AND CONCLUSIONS

The Chairs received responses to the Consultation Paper from 23 eWG members (21 CMs, 1 CMO and 1
CO).

1. Establishing General Principles
i Selection of suitable data sources to establish NRVs-R

Using the General Principles for the general population from the Guidelines on Nutrition Labelling (CXG 2-
1985), General Principles for persons aged 6 to 36 months were drafted. The eWG members were asked to
consider the following two draft General Principles which are already in place for the General Population:

Draft General Principle* — ‘Relevant and recent daily nutrient intake values provided by FAO/WHO that are
based on a review of the science should be taken into consideration as one of the primary sources in
establishing NRVs-R.’

Draft General Principle* — ‘Relevant and recent daily intake reference values (DIRV) that reflect independ-
ent review of the science, from recognized authoritative scientific bodies (RASBs) other than FAO/WHO
could also be taken into consideration. Higher priority should be given to values in which the evidence has
been evaluated through a systematic review.’

“Draft General Principles modified from those outlined in CXG 2-1985 Annex section 3.1.


http://www.fao.org/fao-who-codexalimentarius/sh-proxy/it/?lnk=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FMeetings%252FCX-720-42%252FLinks%252FFAODraftReport_to_CCNFSDU.pdf
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The feedback from the 2020 eWG was unanimous with all CMs (100%; n21), one CMO (100%) and one
CO (100%) agreeing with the draft General Principles outlined above.

The eWG were also asked for feedback on the following draft General Principle:

Draft General Principle* — ‘The daily intake reference values (DIRVs) should reflect intake recommenda-
tions of older infants from 6 months to not more than 12 months, of young children from 12 months to 36
months and of both older infants and young children combined - from 6 months to 36 months.’

While the majority of CMs (67%; n14) and one CO (100%) were in favour there was a significant minority
that disagreed.

One CMO (100%) disagreed stating that different scientific bodies have DIRVs for slightly different age
group definitions and there is significant concern that this General Principle may de facto eliminate daily
intake reference values that are recent and scientifically based, because the age definition on which they
were set may slightly differ.

This concern was raised by others who pointed out that RASBs vary how they delineate between young
children and the general population. While the age range for the NRVs-R for labelling in Codex texts spans
23 months, several RASBs use age ranges that span 12, 24, and 36 months. Clarifying that DIRVs by
RASBs may still be pertinent for the derivation of NRVs-R for labelling even if the specific age ranges
considered do not fully match those required for NRVs-R would be helpful.

Four CMs (19%) also disagreed with including the age ranges in the Draft General Principle above, sug-
gesting this should instead be captured in a definitions section, as is done in the Guidelines on Nutrition
Labelling. It was also stated that combining older infants and young children is inappropriate and would
cause confusion as DIRVs for older infants and young children are based on different types of endpoints
(dietary intake versus experimental data) and are generally established by RASBs as separate population
groups.

A solution to some of these issues through re-wording this Draft General Principle was suggested by eWG
members. Therefore, the Chairs propose this draft General Principle be worded as follows: The daily intake
reference values (DIRVs) should reflect intake recommendations for older infants and young children’

ii.  Approaches to derive DIRVs from WHO/FAO and 6 RASBs
Appropriate Basis for Establishing NRV's

In drafting the Annex for General Principles for Establishing NRVs-R for Persons Aged 6 to 36 months, the
Chairs noted the Annex to be incomplete without addressing principles for NRVs-NCD as well. In anticipation
of the need to set future NRVs, the Chairs have drafted principles for consideration that are generally aligned
with CXG-2 Annex: General Principles for Establishing NRVs for the General Population section 3. Sections
3.1 — 3.4 have been modified to reflect the evidence base for nutrient needs of persons aged 6 to 36 months.

Selection and Priority of Derivation Methods for Establishing NRVs-R

The scientific advice report “Review of derivation methods for dietary intake reference values for older infants
and young children™ was commissioned to provide advice on the details of DIRVs for protein and 24 micronu-
trients for older infants and young children in the publications of six RASBs and the WHO/FAO.

The methods used in the RASB publications to derive the DIRVs for older infants and young children were
assessed for similarities and differences in approach and overall scientific rigour. The report grouped the meth-
ods used in these publications into 3 categories and 10 subcategories (Table 1).

SReport available at here.
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Table 1.
Category description Subcategory number and description
1 | Using physiological 1a The factorial summation of the various components involved in
evidence from the target physiological growth, maintenance and loss e.g. for protein, iron
group and zinc.

1b The estimation of nutrient intake based on maintenance of a
healthy plasma or urinary biomarker, or absence of deficiency
disease in the target group e.g. for vitamin D, iodine.

2 | Extrapolation up or down 2c Allometric scaling up from young infant DIRV
from DIRVs or other

measures of other popula-
tion age groups 2e Isometric/linear scaling up from young infant DIRV

2d Allometric scaling down from adult DIRV

2f Isometric scaling down from adult DIRV

2g Linear scaling down from adult DIRV

2h Linear scaling from unit measures

3 | Estimates of nutrient intake | 3i Estimates of nutrient intake from diets of healthy older infants

of the target group, orin- and young children
terpolation

3j Interpolation between DIRVs of younger and older age groups

The report provides a series of tables, one for each nutrient, outlining the DIRV, the nomenclature (INLso, INLgs,
Al), the age range and the derivation method used. The RASB publications used to establish general popula-
tion NRV-Rs are also identified in these tables.

The report concludes that there is strong coherence in the derivation methods used across the RASBs for
some nutrients, with various levels of variability for others. This variation is due to several factors; primarily the
selected method, the choice of reference DIRV, body weights and human milk volumes.

The report recommends that the NRVs-R for older infants and young children be based on the rigour of the
derivation method. The derivation methods in order of decreasing scientific rigour are outlined in Table 2. This
three category ranking is proposed as suitable for use in the General Principles as the categories are suffi-
ciently diverse not to overlap.

Table 2.
Derivation method Method description
1 | Using physiological The factorial summation of the various components involved in
evidence from the target group physiological growth, maintenance and loss in the target group.

Also, the estimation of nutrient intake based on maintenance of a
healthy plasma or urinary biomarker, or absence of deficiency
disease in the target group.

2 | Extrapolation up or down from | Allometric, isometric and linear scaling methods using reference
DIRVs of other age groups DIRVs from adults or young infants.

3 | Estimates of nutrient intake of the | Estimates of nutrient intake from diets of healthy older infants and
target group; or interpolation young children; or interpolation between DIRVs of younger and
older age groups.

Selection and Periority of Derivation Methods for Establishing NRV-NCDs

In some cases, it may be more appropriate to set NRVs based on NCD endpoints, rather than requirements
to address chronic disease risk factors that may be established early in life and are associated with long term
health.

Thus, the Chairs have drafted principles for consideration, that are aligned with CXG2 Annex: General Princi-
ples for Establishing NRVs for the General Population section 3.2.2, except where modified to reflect the evi-
dence base for nutrient needs of persons aged 6 to 36 months.
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The Chairs agree with the report’s recommendation of using DIRVs derived with the most scientific rigour thus
recommend using the three category ranking proposed by the report as a General Principle.

RECOMMENDATION 1 — Approaches to derive DIRVs from WHO/FAO and 6 RASBs

The Chairs recommend that a three category ranking is used in the General Principles and that NRVs
should be based on DIRVs derived using the most rigorous scientific methods. These methods, ranked
in order of overall scientific rigor, are as follows:

1. Using physiological evidence for the target age group

2. Extrapolating up or down from DIRVs of other age groups

3. Estimates of nutrient intake of the target group; or interpolation

To fulfil ToR A and develop General Principles to guide the establishment of NRVs-R for persons aged 6 to 36
months, the Chairs and Co-chairs considered options for where these draft General Principles should be lo-
cated in the Guidelines on Nutrition Labelling (CXG 2-1985):

A. Draft a separate Annex (i.e. draft Annex 2) to the Guidelines on Nutrition Labelling (CAC/GL
2-1985) outlining the General Principles for establishing NRVs-R for persons aged 6 to 36
months.

B. Adapting Annex 1 of the Guidelines on Nutrition Labelling (CXG 2-1985) to accommodate for
persons aged 6 to 36 months, assuming there will be overlap between the principles for per-
sons aged 6 to 36 months and the general population identified as individuals older than 36
months.

As outlined in Option A, drafting a separate Annex (i.e. draft Annex 2) to the Guidelines on Nutrition Labelling
(CXG 2-1985) for discussion purposes will prevent confusion with the General Principles for the general pop-
ulation and highlight details specific to persons aged 6 to 36 months. However, the merits of delaying a final
decision on whether a separate Annex is needed enables the Committee to determine how much Annex 1 and
2 overlap and decide on the best location for this information. For the purpose of this paper and consideration
by CCNFSDU, the general principles have been developed as a separate text pending a decision on whether
to retain it as a separate text or to integrate it into Annex | of CXG 2 — 1985.

RECOMMENDATION 2 - Establishing General Principles as a separate Annex

A separate Annex has been drafted by the eWG Chairs for consideration by the Committee (see Appendix
II). The Chairs recommend that the Committee considers this draft text on General Principles for NRVs-R
for persons aged 6 to 36 months and that it also considers whether the information contained should be
integrated into Annex 1 or remain as a separate text.

2. The application of different sets of NRVs-R for persons aged 6 to 36 months

The Committee has agreed (REP19/NFSDU para 116) to establish up to three sets of NRVs-R for persons
aged 6 to 36 months (older infants only; young children only; possibly older infants and young children com-
bined). The Committee had previously noted the view that it is important to have a single set of NRVs-R on a
label to avoid confusing consumers (REP19/NFSDU). Taking account of Table 3 below, the eWG were asked
to consider:

1) only one set of NRVs-R on a label

2) how the NRVs-R are applied to foods to achieve this.

Table 3.
Foods specifically labelled | Foods specifically labelled Foods specifically labelled for both
for older infants for young children older infants and young children
NRVs-R for older infants NRVs-R for young children NRVs-R for older infants and young chil-
dren combined

The feedback from the 2020 eWG is summarised below:

The majority of CMs (62%; n13) agreed that only one set of NRVs-R (as described in the table) should
appear on a label. The reasons given were that having only one set of NRVs-R on a label would help avoid
confusion of consumers. However, there were further issues raised in this feedback that need to be con-
sidered in making this decision. These are summarised in the following:
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e a General Principle needs to be developed to outline the need for a combined set of NRVs-R for
persons aged 6 to 36 months for use on foods labelled for both older infants and young children

e criteria on which set of NRVs-R should be applied to foods also needs to be clarified in the General
Principles

Some countries believed the decision on having only one set of NRVs-R on a label needs to be delayed
until the NRVs-R are derived. A minority (4 CMs) was in favour of delaying a decision on having only one
set of NRVs-R on a label until the NRVs-R have been established, which would allow any combined set of
NRVs-R to take account of the differences in NRVs-R for older infants compared with young children.

One CMO (100%) answered both yes and no, supporting that only one set of NRVs-R should appear on a
label but not as outlined in the table. This was based on concerns that such product differentiation would
lead to product proliferation that is marketing driven and less science-based. It was also stated that the
options in the tables may prevent caregivers from being able to compare products.

Minority feedback was in favour of:

e providing a dual column labelling option to assure consistency across product labelling and to allow
manufacturers flexibility on how to present nutrition information for these age groups

e involving CCFL in decisions on the application of labelling NRVs-R for two population groups on a
single label.

In summary, this feedback indicates:
1. there is a majority in favour of one set of NRVs-R on a label to avoid confusion.

2. there is uncertainty until the NRVs-R are established around how to achieve only one set of NRVs-
R on a label because:

a. The Committee previously agreed (REP20/NFSDU, para 116) that two sets of NRVs-R
(one for older infants and one for young children) would be prepared and the decision on
whether or not to combine the two sets of NRVs-R would be made depending on the actual
values in these two sets.

b. What criteria will be used to apply the different sets of NRVs-R to foods

This concerns the application of NRVs and is more appropriate for the main text of CXG 2—-1985 rather than
the Annex on General Principles for the establishment of NRVs. This is a labelling issue requiring the input of
CCFL.

RECOMMENDATION 3 — The application of different sets of NRVs for persons aged 6 to 36
months

The Chairs recommend that the application of different sets of NRVs for persons aged 6 to 36
months on a label needs to be referred to CCFL for their input as follows:

Having only one set of NRVs on a label is preferable to avoid confusion. This raises the following
questions where the input of CCFL is required:

1. what criteria should be used to choose the most appropriate set of NRVs for a food

2. where in the main text of CXG 2-1985 should such criteria be placed

3. Purpose of NRVs-R for persons aged 6 to 36 months
Guidelines on Formulated Complementary Foods for Older Infants and Young Children (CXG 8-1991)

In these guidelines, two different sets of INLos values are referred to; one set of INLes values for nutritional
labelling for the general population as outlined in the Guidelines on Nutrition Labelling (CXG 2-1985) and a
second set in the Table in the Annex of this Guideline to guide the vitamin and mineral composition of the
Formulated Complementary Food.

The INLes values listed for guiding composition are only to be used when dietary intake data for the target
population is not available that would allow the assessment of the prevalence of either inadequate or excessive
nutrient intakes (paras 6.6.1.2 and 6.6.1.3). In this case, these Guidelines suggest that the total quantity of
each of the vitamins and/or minerals contained in a daily ration of the Formulated Complementary Food is at
least 50% of INLos.

Feedback from previous eWG consultations (CX/NFSDU 18/41/8) indicated some support for using the newly
established NRVs-R for both labelling and composition in this Codex text because there was no scientific
reason for having different nutrient reference values to guide labelling and composition. This feedback also
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indicated that having different nutrient reference values for labelling and composition in the same Codex text
may create confusion. In order to establish General Principles for the use of the NRVs-R, the 2020 eWG
members were asked to consider if the newly established NRVs-R for labelling should also apply as reference
criteria for vitamin and mineral composition in this Guideline. The feedback on this is summarised below.

The majority of CMs (86%); n18) and one CO (100%) suggest that the newly established NRVs-R for labelling
also apply as reference criteria for vitamin and mineral composition in this Guideline. The rationale provided
included:

¢ no logical reason for having two different sets of NRVs-R for labelling and composition,
e having two different sets could potentially cause confusion
¢ using NRVs-R as reference criteria for composition could address micronutrient inadequacies.

A minority (one CM and one CMO) were not in favour stating that labelling and compositional criteria involve
different issues that need to be reviewed. Review of compositional issues was seen as a separate exercise
that is outside the mandate of this eWG.

Some concerns were also raised that updating the current INLes values in the Annex of this Guideline, would
require review and possible amendment to the percentage of the INLes as stated in the Annex; ‘The sug-
gested total quantity of each of these vitamins and/or minerals contained in a daily ration of the Formulated
Complementary Food is at least 50% of INLgs'. However, it should be noted that in section 6.3 of this Codex
text, criteria for determining the protein composition is outlined but no information is provided on the criteria
of providing at least 50% of the INLoeg for vitamins and minerals listed in the Table in the Annex. This indicates
that 50% may be an arbitrary criterion and that providing more up-to-date INLgs levels for the vitamins and
minerals listed represents an improvement. The Chairs are also of the view that applying the newly estab-
lished NRVs-R for labelling as reference criteria for vitamin and mineral composition in this Guideline could
also address the omission of potassium and sodium from the Table in the Annex.

In summary, there is majority support that the NRVs-R established for labelling should also apply as refer-
ence criteria for vitamin and mineral composition (but not for protein which is not listed in the Table in the
Annex). As there is no scientific reason for having different values to guide labelling and composition, it is
logical to have just one set of NRVs-R for both labelling and composition in this Guideline. Having just one
set will also prevent any potential confusion.

RECOMMENDATION 4 — Purpose of NRVs-R for persons aged 6 to 36 months

The Chairs recommend that the NRVs-R established for labelling should also apply as reference criteria
for vitamin and mineral composition, but not protein, in the Guidelines on Formulated Complementary
Foods for Older Infants and Young Children (CXG 8-1991).

AREAS RELEVANT TO LABELLING NRVS-R FOR OLDER INFANTS AND YOUNG CHILDREN THAT ARE
OUTSIDE CURRENT TORS

The following two issues came up during the consultation process.
1. Inclusion of sodium and whether this should be an NRV-NCD

The Committee agreed to establish NRVs-R for protein and 23 vitamins and minerals (24 nutrients in total;
REP20, para 147). Given the importance of sodium in diets for this age group, further consideration should be
given to:

(a) including sodium in the list of nutrients for the establishment of labelling NRVs, and
(b) the type of NRV for sodium (i.e. NRV-R or NRV-NCD).

The type of NRV (i.e. NRV-R or NRV-NCD) is also likely to be relevant for potassium, as it was agreed at
CCNFSDU41 (REP20/NFSDU) that potassium would be added to the list of nutrients, however no decision
was made on the type of value.

2. NRVs-R should be limited to labelling purposes in FSDU texts other than the Guidelines on Formulated
Complementary Foods for older infants and young children

Feedback from previous eWG consultations indicated that the NRVs-R to be established should be limited in
purpose to labelling rather than as reference criteria for optional addition of vitamins and minerals to products
covered by the other FSDU Codex texts targeting this age group (Processed Cereal-Based Foods (CXS 74-
1981), Canned Baby Foods (CXS 73-1981) and the Standard for Follow-Up Formula under revision (CXS 156-
1987)).
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RECOMMENDATION 5 — Issues relevant to General Principles but outside current TORs

The Chairs recommend that the Committee consider issues relevant to the General Principles but that
are outside the current ToRs:

1. Inclusion of sodium
2. the type of NRV (NRV-NCD or an NRV-R) for sodium and potassium

3. NRVs-R should be limited to labelling purposes in FSDU texts other than the Guidelines on Formulated
Complementary Foods for Older Infants and Young Children (CXG 8-1991).
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APPENDIX II

PROPOSED DRAFT GENERAL PRINCIPLES FOR ESTABLISHING NUTRIENT REFERENCE VALUES
FOR PERSONS AGED 6 TO 36 MONTHS
(for comments at Step 3 through CL2021/56/0CS-NFSDU)

1. PREAMBLE

These Principles apply to the establishment of Codex Nutrient Reference Values (NRVs) for persons aged 6
to 36 months. These values are used for nutrient declaration in labelling according to Codex Guidelines CXG
2-1985 for pre-packaged foods. This labelling information may be helpful to caregivers of these individuals
to:

1) estimate the relative contribution of individual products to overall healthful dietary intake of nutri-
ents, and

2) compare the nutrient content between products.
3) These values may also be useful for setting nutrient levels for Codex Standards/Guidelines.

Governments are encouraged to use the NRVs, or alternatively, consider the suitability of the General Princi-
ples below including the level of evidence required, and additional factors specific to a country or region in
establishing their own reference values for labelling purposes.

2. DEFINITIONS

In addition to relevant definitions under section 2 Definitions in the Annex: General Principles for Establishing
NRVs for the General Population of these Guidelines, the following definitions are relevant to the setting of
NRVs for persons aged 6 to 36 months:

a) The term older infant means a person from the age of 6 months and not more than 12 months of
age (up to the first birthday).

The term young child means a person from the age of more than 12 months (starting 1 day after
the first birthday) up to the age of three years (36 months, ending at the 3rd birthday).

b) Adequate Intake (Al) is “The Adequate Intake is the recommended average daily intake level based
on observed or experimentally determined approximations or estimates of nutrient intake by a group
(or groups) of apparently healthy people that are assumed to be adequate—used when an RDA can-
not be determined”. This concept can also be referred to as Net Requirement, Estimated Values or
Suggested Daily Intake.

3. GENERAL PRINCIPLES FOR ESTABLISHING NRVs

These principles are aligned with section 3 Annex: General Principles for Establishing NRVs for the General
Population of these Guidelines, except that sections 3.1 — 3.4 have been modified to reflect the evidence base
for nutrient needs of persons aged 6 to 36 months.

3.1 Selection of suitable data sources to establish NRVs

Relevant and recent daily nutrient intake values provided by FAO/WHO that are based on a review of the
science should be taken into consideration as one of the primary sources in establishing NRVs.

Relevant and recent daily intake reference values (DIRVs) that reflect independent review of the science, from
recognized authoritative scientific bodies (RASBs) other than FAO/MWHO could also be taken into considera-
tion. Higher priority should be given to values in which the evidence has been evaluated through a systematic
review.

The daily intake reference values (DIRVs) should reflect intake recommendations for older infants and/or
young children.’

3.2 Appropriate Basis for Establishing NRVs
3.2.1 Selection and Priority of Derivation Methods for Establishing NRVs-R

The NRVs-R should be based on DIRVs derived using the most rigorous scientific methods also consider-
ing data quality and strength of evidence. The methods used to derive DIRVs, ranked in order of overall
scientific rigor, are:


http://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?lnk=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FCircular%252520Letters%252FCL%2525202021-56-OCS%252Fcl21_56e.pdf
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Rank | Derivation Method Description
1 Using physiological evidence for the target age | The factorial summation of the nutrient re-
group quirements to support physiological

growth or to maintain adequate stores. In-
cludes nutrient requirements to maintain
healthy plasma or urinary biomarkers, or
to prevent deficiency disease.

2 Extrapolating up or down from DIRVs of other Allometric, isometric and linear scaling

age groups methods based on DIRVs of infants, chil-
dren or adults to estimate Adequate Intake
(Al.
3 Estimates of nutrient intake of the target group; | Based on Al and interpolation of DIRVs
or interpolation from DIRVs of older infants or DIRVs of

younger children set from intake data.

3.2.1.1 The NRVs-R should be based on evidence derived using Rank 1, 2, or 3 methods, preferably in that
order. The scientific rigor and derivation of these values should be reviewed on a case-by-case basis and
should consider the derivation method, quality of the underlying evidence, overall strength of the evidence and
the upper levels of intake.

3.2.1.2 A combined set of NRVs-R for both older infants and young children combined may be required for
use in labeling of products intended for both older infants and young children.

3.2.2 Selection and Priority of Derivation Methods for Establishing NRVs-NCD

In some cases, it may be more appropriate to set NRVs based on NCD endpoints, rather than requirements
to address chronic disease risk factors that may be established early in life and are associated with long term
health.

The following criteria should be considered in the selection of nutrients for the establishment of NRVs-NCD:

e Relevant convincing® generally accepted’ scientific evidence or the comparable level of evidence
under the GRADE classification® for the relationship between a nutrient and non-communicable dis-
ease risk, including validated biomarkers for the disease risk, for at least one major segment of the
population (e.g. adults).

e Public health importance of the nutrient-non-communicable disease risk relationship(s) among Codex
member countries.

Relevant and peer-reviewed scientific evidence for quantitative reference values for daily intake should be
available in order to determine an NRV-NCD that is applicable to persons 6 to 36 months. When such evidence
is not available, extrapolation from NRV-NCDs from the general population could also be considered.

Daily intake reference values from FAO/WHO or recognized authoritative scientific bodies that may be consid-
ered for NRVs-NCD include values expressed in absolute amounts or as a percentage of energy intake.

For practical application in nutrition labelling, a single NRV-NCD for older infants and/or young children should
be established for each nutrient that meets the principles and criteria in this Annex.

An NRV-NCD for older infants and/or young children should be determined from the daily intake reference
value for these target age groups, or if given by sex, the mean of males and females.

Where a daily intake reference value is based on a percentage energy intake, the NRV-NCD should be ex-
pressed in grams or milligrams based on an appropriate reference energy intake [xxxx kilojoules/ xxxx kilocal-
ories]® for older infants and/or young children.

6At the time these guiding principles were drafted, the definition and criteria for “convincing evidence” from the following

FAO/WHO report were used: Diet, Nutrition and the Prevention of Chronic Diseases. WHO Technical Report Series 916.
WHO, 2003.

"For these General Principles the terms convincing/generally accepted evidence are considered synonymous.

SWHO'’s Guidelines Review Committee. WHO Handbook for guideline development. Geneva, World Health Organization
(WHO), 2014 (http://www.who.int/kms/handbook_2nd_ed.pdf)

®Numbers to be obtained from WHO/FAO scientific advice.
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3.3 Consideration of Upper Levels of Intake

The establishment of NRVs for persons aged 6 to 36 months should also take into account daily intake refer-
ence values for upper levels of intake (UL) established by FAO/WHO or other RASBs where applicable.
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APPENDIX Il
LIST OF PARTICIPANTS
NUMBER OBSERVER NAME NAME
Argentina Andrea Moser
Australia Jenny Hazleton
Austria Judith Benedics
Ana Claudia Marquim Firmo de Araujo (official
4 Brazil representative)
Ana Paula de Rezende Peretti Giometi
5 Canada M;\ciiig?ell'_i?)lr\atg(i:ne
6 Chile Cristian Cofré
Aidong Liu
7 China Haigin Fang
Ms. Yujie LIU
8 Colombia Claudia Patricia Moreno Barrera
9 Costa Rlca Nejanara Chavert
10 Dominican Republic Elsa Acosta Piantini
11 Egypt Mohamed M. Abdelhameed
12 European Union S;?S:;Q;e[\?\(()g:ﬂné)g;h
13 Finland Ms Anna Lemstrém
14 France Alice Stengel
15 Germany Alina Steinert
16 Ghana Maria Lovelace-Johnson
17 Guatemala Sonia Pamela Castillo
Dr.M.Raja Sriswan
® e pous A
Dr. Seema Puri
19 Indonesia Yusra Egayanti
20 Iran Farahnaz Ghollasi Moud
21 Japan MORITA Takeshi (Mr.)
29 Malaysia '\I>I/Iaizatul Az_Iina Bi_nti Chee Dir_1
s. Nurul Hidayati Mohd Nasir
23 Mexico Tania Fosado
Jenny Reid
24 New Zealand Charlotte Channer
Kati Laitinen
25 Nigeria Mr Lawal Saheed Oladipupo
26 Norway Gry Hay
27 Paraguay Alberto Bareiro
28 Peru Juiﬁr?;ﬂﬁgisuﬁzc’fﬁ?iuo
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Patricia Velarde Delgado

29 Poland Ms Anna Janasik
Soo Hyun Kim

30 Republic of Korea Youngsin Kim

31 Russia Alexey Petrenko
Fahad AlBadr

32 Saudi Arabia Abdulaziz Alangaree
Atheer Alragea

33 Singapore Tan Yi Ling

34 South Africa Nolene Naicker

35 Switzerland Didier Lusuardi

36 Thailand Sanida Khoonpanich

37 Trinidad and Tobago Van da'\r’]'i]"ah‘gi're]g’;fgogers

38 United Kingdom Mary McNamara

39 United States of America Carolyn Chung

40 EU Specialty Food Ingredients Petr Mensik

41 ESPGHAN Berthold Koletzko

42 IADSA Cynthia Rousselot

43 IFT Rosetta Newsome

44 ISDI Jean-Christophe Kremer

45 SNE Aurelie Perrichet




