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The United States, as chair of the EWG, has reviewed the Comprehensive guidance for the process of
submission, consideration and endorsement of methods for inclusion in CXS 234. According to the guidance
document, information required for the presentation of methods for incorporation into CXS 234 includes,
among other requirements, “An attribute in a Codex standard with a limit/range of values or a characteristic
(authenticity).”

In light of this, the United States has prepared information on the ranges of these ingredients used in infant
formula for discussion during this agenda item. Table 1 provides an overview of the ranges of Human Milk
Oligosaccharides (HMOs) and B-carotene found in human milk. Table 2 presents the proposed maximum
values for the purposes of endorsing an analytical method for fructans and 3-carotene in infant formula which
the Committee should consider in conjunction with its recommendations to CCMAS. Table 2 represents
maximum levels for use in infant formulas for referral to CCMAS. The information that follows Table 2 provides
general information and sources used to derive the maximum values in Table 2.

Table 1. Ranges for HMOs (g HMOs/100g human milk) and B-carotene in human milk (ug B-carotene/100g
human milk)

Human Milk Lowest Mean Highest
Mean

Human Milk Oligosaccharides? 0.5 2.0

B-carotene in Human Milk 0.972 4.343

Table 2. Proposed levels for referral to CCMAS for fructans and B-carotene in commercial infant formula and
based on regulatory limits: fructans (g fructans/100g product) and 3-carotene (ug B-carotene/100g product)

Product Maximum
Fructooligosaccharides 0.80
Oligofructose 0.68
Oligofructan/Inulin 0.68
Fructans (general class) 0.80
B-carotene 21.0

Select types of fructans can be measured in commercial infant formula or are allowed by regulatory authorities
in the range of 0.0250 — 0.8 g fructans/100ml product (see Table 3). B-carotene can be measured in
commercial infant formula in the range of 0 — 21 ug B-carotene/100ml product (see Table 4).
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Ranges of Fructans and $-carotene in Commercial Infant Formula

Table 3. Ranges in commercial infant formula for fructans (g fructans/100ml product)

Product* Minimum Maximum Mean
Ready to feed infant formula 0.209 0.367 0.300
Infant formula powder fructooligosaccharide/ galacto- 0.0250 0.0371 0.0308
oligosaccharides-based
Infant formula powder milk-based 0.204 0.309 0.264
Regulatory Limits Minimum Maximum Mean
U.S. FDA regulatory limits (fructooligosaccharides)®>® 04¢g
U.S. FDA regulatory limits (oligofructose)’ 0.3g
U.S. FDA regulatory limits (Short-chain 049
fructooligosaccharides)®®
U.S. FDA regulatory limits (long-chain inulin)*© 0.8g
U.S. FDA regulatory limits (9:1 oligofructose & inulin)1? 0.68 g
Canada regulatory limits (short-chain 0.25¢
fructooligosaccharide)
Canada regulatory limits (long-chain 0.8g
fructooligosaccharide 1:9 FOS:GOS)

Table 4. Ranges in commercial infant formula for B-carotene!? (ug B-carotene/100g product)
Product Minimum Maximum Mean
Various products (n=8): Beba 0, Humana 0, Beba Pre, 0 20 -
Aptamil Pre, Pre Aletemil, PreAponti, Humana HA, Aletemil
HA
PBM Products, store brand, soy, ready-to-feed - - 37
Mead Johnson, ENFAMIL, premium, infant, ready to use - - 0
Mead Johnson, ready-to-feed - - 2.0
Similar advance, Abbott Nutrition, ready to eat - - 1.3
Similar Advance with OptiGRO, Abbott Nutrition, ready-to- - - 1.2
feed
Preterm formula, Abbott Nutrition, ready-to-feed - - 7.1
Transitional formula, Abbott Nutrition, ready-to-feed - - 6.4
Term standard formula, Abbott Nutrition, ready-to-feed - - 2.5
Several infant food formulas 0.2 21.0 -
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https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices&id=797&sort=GRN_No&order=DESC&startrow=1&type=basic&search=797
https://www.fda.gov/downloads/Food/IngredientsPackagingLabeling/GRAS/NoticeInventory/ucm504609.pdf
https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices&id=392&sort=GRN_No&order=DESC&startrow=1&type=basic&search=392
https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices&id=990&sort=GRN_No&order=DESC&startrow=1&type=basic&search=990
https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices&id=537&sort=GRN_No&order=DESC&startrow=1&type=basic&search=537
https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices&id=477&sort=GRN_No&order=DESC&startrow=1&type=basic&search=477
https://cfsanappsexternal.fda.gov/scripts/fdcc/index.cfm?set=GRASNotices&id=576
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