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Type Age Nutrient | Nutrient Nutrient | Other Reduction | Remarks
(month) content | comparative | function | function | of disease
claim claim claim claim risk claim
Codex Infant 0-w (first Codex Alimentarius “Guidelines for use of nutrition and e Definition of “infant formula” and “follow-up formula” in
Formula months of | health claims (CAC/GL 23-1997)” Codex
life)
Follow-up | 6-36 Types of claim and definitions: e “Infant formula” means a breast-milk substitute specially
Formula e Nutrition claims: include nutrient content claim and manufactured to satisfy, by itself, the nutritional
nutrient comparative claim requirements of infants during the first months of life up
to the introduction of appropriate complementary
e Health claims: include nutrient function claims, other feeding.
function claims and reduction of disease risk claims.
e “Follow-up formula” means a food intended for use as a
“Nutrition and health claims shall not be permitted for foods liquid part of the weaning diet for the infant from the 6th
for infants and young children except where specifically month on and for young children.
provided for in relevant Codex standards or national
legislation.”
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Type Age Nutrient | Nutrient Nutrient | Other Reduction | Remarks
(month) content | comparative | function | function | of disease
claim claim claim claim risk claim
EU Infant 0—w (first | O X 0] 0] (0] Definition of “infant formulae” and “follow-on formulae”
Formula months of o “Infant formulae” means foodstuffs intended for
life) particular nutritional use by infants during the first
Follow-on | W —12 0] (0] 0] 0] 0] months of life and satisfying by themselves the nutritional
Formula (suitable requirements of such infants until the introduction of
only for appropriate complementary feeding
infants o  “Follow-on formulae” means foodstuffs intended for
over the particular nutritional use by infants when appropriate
age of 6 complementary feeding is introduced and constituting the
months) principal liquid element in a progressively diversified diet

of such infants

Annex IV of Commission Directive 2006/141/EC on infant
formulae and follow-on formulae lists authorised nutrition
(content) claims for infant formulae in Annex 1V, indicating
that this type of claim is expressly permitted by the
Commission. (not only optional ingredients — e.g., lactose)

Annex IV of Commission Directive 2006/141/EC also lists
authorized health claim (disease risk reduction claim) for
infant formula.

Commission Regulation No 440/2011 demonstrates that
specific nutrition and health (function) claims are permitted
for follow-on formulae, as evidenced by an express approval
for a DHA function claim. Example: “Docosahexanenoic acid
(DHA) intake contributes to the normal visual development of
infants up to 12 months of age.”
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Type Age Nutrient | Nutrient Nutrient | Other Reduction | Remarks
(month) content | comparative | function | function | of disease
claim claim claim claim risk claim
USA Infant 0-12 0] X 0] 0] (0] e In USA, only infant formula is defined in regulations which
Formula govern 0-12 months.

e Specific nutrient content claims (i.e., content claims
communicating the % Daily Value for essential nutrients) are
allowed for products intended for <2 years of age, including
infant and follow-on formulas (21 CFR 101.13(b)(3)).

e Foods intended for <2 years of age can utilize any infant
formula claims provided for in 21 CFR 107 (e.g., “with iron”),
“unsweetened” and “unsalted” taste claims, and “sugar free”
and “no added sugar” claims for dietary supplements for this

. 1
Follow-up 0] X 0] 0] 0 population.
Formula

e  Function claims (structure / function) are permitted on all
foods in the U.S., including infant formula and follow-up
formulas (follow-up formulas are classified as infant formulas
when targeted to infants (0-12 months) and as conventional
foods if targeted to young children (1-3 years), for both
essential nutrients and optional ingredients. The legal basis for
structure / function claims is predicated in the definition of a
drug according to the Food, Drug, and Cosmetic Act, which has
been in effect since 1938. The Act (Sec 201(g)(C)) defines a
drug as “articles (other than food) intended to affect the
structure or any function of the body of man .....”  Thus, the
statute recognizes that foods affect the structure / function of

! http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/LabelingNutrition/ucm064916.htm
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the body, and claims are made on this basis. FDA has further
elaborated on the allowance of such claims on food products
in industry letters and other public documentation.”?

All foods are permitted to utilize health claims (disease risk
reduction claims) if U.S. FDA has reviewed and either codified
a regulation authorizing such claim without qualification or if
U.S. FDA has reviewed and issued a letter of enforcement
discretion for the claim, with specific qualifications required.
One such claim is currently permitted on infant formula. It is a
qualified health claim (disease risk reduction claim) based on
an FDA letter of enforcement discretion.”

’ http://www.fda.gov/food/guidanceregulation/ucm053425.htm

* http://www.fda.gov/Food/IngredientsPackaginglabeling/LabelingNutrition/ucm111447.htm

* http://www.fda.gov/Food/IngredientsPackaginglabeling/LabelingNutrition/ucm256731.htm
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Type Age Nutrient | Nutrient Nutrient | Other Reduction | Remarks
(month) content | comparative | function | function | of disease
claim claim claim claim risk claim
Mainland | Infant 0-6 0] X X 0] X e Content and function claims for optional ingredients on infant
China Formula formulas are allowed.” °
Follow-up | 6-36 0 o* 0 0 X
Formula e To make a content or function claim in accordance with
* Not GB13432-2013°, the formula must first provide the minimum
allowed level of such nutrient (if established by a relevant Chinese
from July product standard) >57 and then must utilize authorized
2015 Ianguages. For example, DHA, taurine, dietary fibre are

allowed to have content and function claims for infant
formulas and follow-on formulas’. In the case where no
minimum level of the nutrient exists in the relevant product
standard, or no such claim exists on the China positive list, one
can then refer to claims already approved in other
jurisdictions; provided that all criteria are met by the
authorizing authority.*®

> GB 10765-2010 http://www.shfda.gov.cn/spagbz/GB%2010765-2010%20 %4 J |fii 75 & H.pdf

® GB 13432-2013 http://www.nhfpc.gov.cn/ewebeditor/uploadfile/2014/05/20140505140531583.pdf
’ GB 10767-2010 http://www.shfda.gov.cn/spagbz/GB%2010767-2010%20 &AL ) [ Fu4h ) LA 77 & Se.pdf
® GB 28050-2011 http://www.shfda.gov.cn/spagbz/GB28050-2011%20 Fiifl s & i & FE A5 25 . pdf

° GB 13432-2013 Q&A http://www.nhfpc.gov.cn/sps/s3594/201409/dc38ac8f1c154bb5aaa616e3a8dal061.shtml
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http://www.shfda.gov.cn/spaqbz/GB%2010765-2010%20婴儿配方食品.pdf
http://www.nhfpc.gov.cn/ewebeditor/uploadfile/2014/05/20140505140531583.pdf
http://www.shfda.gov.cn/spaqbz/GB%2010767-2010%20较大婴儿和幼儿配方食品.pdf
http://www.shfda.gov.cn/spaqbz/GB28050-2011%20预包装食品营养标签通则.pdf
http://www.nhfpc.gov.cn/sps/s3594/201409/dc38ac8f1c154bb5aaa616e3a8da1061.shtml
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