
187 

Food and Drug Administration, HHS § 106.25 

§ 106.3 Definitions. 
The definitions and interpretations 

contained in section 201 of the act are 
applicable to such terms when used in 
this part. The following definitions 
shall also apply: 

(a) Indicator nutrient. An indicator 
nutrient is a nutrient whose concentra-
tion is measured during the manufac-
ture of an infant formula to confirm 
complete addition and/or uniform dis-
tribution of a premix or other sub-
stance of which the indicator nutrient 
is a part. 

(b) In-process batch. An in-process 
batch is a combination of ingredients 
at any point in the manufacturing 
process before packaging. 

(c) Manufacturer. A manufacturer is a 
person who prepares, reconstitutes, or 
otherwise changes the physical or 
chemical characteristics of an infant 
formula and/or packages the product in 
a container for distribution. 

(d) Nutrient. A nutrient is any vita-
min, mineral, or other substance re-
quired in accordance with the table set 
out in section 412(g) of the act or by 
regulations promulgated under section 
412(a)(2)(A) of the act. 

(e) Nutrient premix. A nutrient premix 
is a combination of ingredients con-
taining two or more nutrients. A nutri-
ent premix either may be received from 
a supplier or be prepared by an infant 
formula manufacturer. 

Subpart B—Quality Control Proce-
dures for Assuring Nutrient 
Content of Infant Formulas 

§ 106.20 Ingredient control. 
(a) Except as provided in § 106.20(b), 

no analysis before use in manufac-
turing is needed for ingredients that 
are generally stable in shipping and 
storage, and that either are received 
under a supplier’s guarantee or certifi-
cation that the mixture has been ana-
lyzed as to nutrient composition or are 
labeled as having nutrient composi-
tions complying with specifications in 
the U.S. Pharmacopeia, the National 
Formulary, the Food Chemicals Codex, 
or other similar recognized standards. 

(b) Unless each batch of finished 
product is analyzed as specified in 
§ 106.30(b)(1) before release of product 

for commercial or charitable distribu-
tion, the following shall apply: 

(1) When an ingredient is relied upon 
as a source of a nutrient(s) and when 
evidence indicates that such nutri-
ent(s) in that ingredient is likely to be 
affected adversely by shipping or stor-
age conditions, the manufacturer shall 
analyze that ingredient for each relied- 
upon nutrient that may be affected, 
using validated analytical methods. 

(2) Ingredients, including nutrient 
premixes, that are either without a 
supplier’s guarantee or certification, or 
not labeled as complying with pre-
scribed standards, shall be sampled and 
analyzed for each relied-upon nutrient 
by the manufacturer, except that in-
gredients used as a major source of pro-
tein or fat need not be analyzed for 
each relied-upon nutrient if the manu-
facturer has records to show that each 
relied-upon nutrient is present at a 
reasonably constant level. Nutrient 
premixes prepared by the infant for-
mula manufacturer shall be sampled 
and analyzed for each relied-upon nu-
trient. Nutrient premixes which are re-
ceived from suppliers shall be sampled 
and analyzed for each relied-upon nu-
trient unless the supplier has sampled 
and analyzed each batch of premix for 
each relied-upon nutrient and has so 
certified in writing. 

§ 106.25 In-process control. 
(a) For each infant formula, a master 

manufacturing order shall be prepared 
and approved by a responsible official 
of the manufacturer. The manufacturer 
shall establish a quality control sys-
tem that assures and verifies the addi-
tion of each ingredient specified in the 
manufacturing order. 

(b) Unless each batch of finished 
product is analyzed as specified in 
§ 106.30(b)(1), the manufacturer shall 
analyze each in-process batch for: 

(1) Solids; 
(2) Protein, fat, and carbohydrates 

(carbohydrates either by analysis or by 
mathematical difference); 

(3) The indicator nutrient(s) in each 
nutrient premix; 

(4) Each nutrient added independ-
ently of nutrient premixes during for-
mulation of the product, except for lin-
oleic acid, vitamin D, vitamin K, 
choline, inositol, and biotin; and 
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(5) Solids or an appropriate nutrient 
to confirm proper dilution when final 
dilution is made after performance of 
the analyses in paragraph (b) (1) 
through (4) of this section. 

§ 106.30 Finished product evaluation. 
(a) The manufacturer shall establish 

criteria for sampling and testing to en-
sure that each batch of infant formula 
meets the nutrient requirements of 
section 412(g) of the act or of regula-
tions promulgated under section 
412(a)(2) of the act before release of 
product for commercial or charitable 
distribution. 

(b)(1) Immediate analysis. Before re-
lease of product for commercial or 
charitable distribution, the manufac-
turer shall analyze representative sam-
ples of each batch of finished product 
for: 

(i) Specific nutrient(s) to assess proc-
ess degradation; and 

(ii) All nutrients not previously ana-
lyzed for by the manufacturers, unless 
each in-process batch is analyzed for 
nutrients as specified in § 106.25(b) and 
the ingredients are analyzed as speci-
fied in § 106.20(b). No analyses are need-
ed for linoleic acid, vitamin D, vitamin 
K, choline, inositol, and biotin; and for 
nutrients that are added as a part of a 
nutrient premix analyzed by the manu-
facturer or having a supplier’s guar-
antee or certification and for which an 
indicator nutrient(s) was analyzed by 
the manufacturer. 

(2) Periodic analysis. The manufac-
turer shall sample at least one newly 
processed finished product batch every 
3 months and shall analyze representa-
tive samples for all nutrients except 
those that the manufacturers measured 
in the immediate analysis of that prod-
uct batch. 

(3) Stability analysis. Using represent-
ative samples collected from finished 
product batches, the manufacturer 
shall conduct stability analysis for se-
lected nutrients with sufficient fre-
quency to substantiate the mainte-
nance of nutrient content throughout 
the shelf life of the product. 

(c) The manufacturer shall evaluate 
new formulations and the effect of 
changes in ingredients or processing 
conditions that could affect the level of 
nutrients by means of a testing pro-

gram designed to confirm uniformity 
of batches and to determine the effects 
of such changes. The following shall 
apply: 

(1) A minor change is a minor reduc-
tion in nutrient levels, a minor in-
crease in levels of nutrients that are 
subject to maximum limits established 
under section 412(g) of the act or in 
regulations established under section 
412(a)(2) of the act, or any other change 
where experience or theory would not 
predict a possible significant adverse 
impact on nutrient levels or nutrient 
availability. After a minor change the 
manufacturer shall analyze representa-
tive samples for all nutrients so 
changed and those possibly affected by 
the change. 

(2) A major change is any new formu-
lation, or any change of ingredients or 
processes where experience or theory 
would predict a possible significant ad-
verse impact on levels of nutrients or 
availability of nutrients. After a major 
change the manufacturer shall analyze 
representative samples for osmolality, 
all nutrients, and the biological qual-
ity of the protein. A protein biological 
quality analysis is not necessary for a 
formulation change that is not ex-
pected to have an adverse effect on the 
biological quality of the protein. Vita-
min D shall be determined by the rat 
bioassay method as prescribed in ‘‘Of-
ficial Methods of Analysis of the Asso-
ciation of Official Analytical Chem-
ists’’ (AOAC), 13th Ed. (1980), sections 
43.195–43.208, ‘‘Vitamin D (30)—Official 
Final Action,’’ which is incorporated 
by reference. Copies are available from 
the AOAC INTERNATIONAL, 481 North 
Frederick Ave., suite 500, Gaithersburg, 
MD 20877, or available for inspection at 
the National Archives and Records Ad-
ministration (NARA). For information 
on the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html.Before release of the 
product for commercial or charitable 
distribution, the manufacturer shall 
have completed all appropriate anal-
yses except that shipment of the prod-
uct need not be delayed until results of 
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