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all bear the same code established
under §106.80, the packaging label
shall:

(i) Include the product name of each
product, the name of the manufacturer,
distributor, or shipper of each product,
the code established under §106.80 for
each product, and a ‘‘use by’ date that
is no later than the ‘‘use by’ date of
the container exhibiting the closest
‘“‘use by’ date applied to satisfy the re-
quirement of §107.20(c) of this chapter;
or

(ii) Include a unique identification
number assigned by the packager, pro-
vided that the distributor of the pack-
age maintains a record linked to such
unique number that identifies the prod-
uct name of each product, the name of
the manufacturer, distributor, or ship-
per of each product, the code estab-
lished under §106.80 for each product,
and the ‘‘use by’ date for each product
applied to satisfy the requirement of
§107.20(c) of this chapter.

§106.70 Controls on the release of fin-
ished infant formula.

(a) A manufacturer shall control
under a quarantine system designed to
prevent use or distribution of each pro-
duction aggregate of infant formula
until it determines that the production
aggregate meets all of the manufactur-
er’s specifications, including those
adopted to meet the standards of
§106.55 on microbiological contamina-
tion and of §106.91(a) on quality control
procedures, or until the documented re-
view of the failure to meet any of the
manufacturer’s specifications finds
that the failure does not result in, or
could not lead to, adulteration of the
product.

(b) Any production aggregate of in-
fant formula that fails to meet any of
the manufacturer’s specifications shall
be quarantined under a system de-
signed to prevent its use in the manu-
facture of infant formula or its dis-
tribution until an individual qualified
by education, training, or experience
has conducted a documented review
and has made and documented a mate-
rial disposition decision to reject the
infant formula; to reprocess or other-
wise recondition the infant formula; or
to approve and release the infant for-
mula. Any production aggregate of in-
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fant formula that is reprocessed or oth-
erwise reconditioned shall be the sub-
ject of a documented review and mate-
rial disposition decision by an indi-
vidual qualified by education, training,
or experience to determine whether it
may be released for use or distribution.

(c) Any rejected infant formula shall
be clearly identified as having been re-
jected for use and shall be controlled
under a quarantine system designed to
prevent its release or distribution.

(d) A production aggregate of infant
formula, including a reprocessed or re-
conditioned production aggregate, that
does not meet the nutrient require-
ments of section 412(i) of the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 350a(i)) or that has not been
manufactured, packaged, labeled, and
held under conditions to prevent adul-
teration under sections 402(a)(1)
through (a)(4) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C.
342(a)(1) through (a)(4)) shall not be ap-
proved and released for distribution.

§106.80 Traceability.

Each production aggregate of infant
formula shall be coded with a sequen-
tial number that identifies the product
and the establishment where the prod-
uct was packed and that permits trac-
ing of all stages of manufacture of that
production aggregate, including the
year, the days of the year, and the pe-
riod during those days that the product
was packed, and the receipt and han-
dling of raw materials used.

§106.90 Audits of current good manu-
facturing practice.

(a) A manufacturer of an infant for-
mula, or an agent of such manufac-
turer, shall conduct regularly sched-
uled audits to determine whether the
manufacturer has complied with the
current good manufacturing practice
regulations in this subpart. Such au-
dits shall be conducted at a frequency
that is required to ensure compliance
with such regulations.

(b) The audits required by paragraph
(a) of this section shall be performed by
an individual or a team of individuals
who, as a result of education, training,
or experience, is knowledgeable in all
aspects of infant formula production
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and of the Agency’s regulations con-
cerning current good manufacturing
practice that such individual or team
is responsible for auditing. This indi-
vidual or team of individuals shall
have no direct responsibility for the
matters that such individual or team is
auditing and shall have no direct inter-
est in the outcome of the audit.

Subpart C—Quality Control
Procedures

§106.91 General quality control.

(a) During manufacture, a manufac-
turer shall test each production aggre-
gate for nutrients as follows:

(1) Each nutrient premix used in the
manufacture of an infant formula shall
be tested for each nutrient (required
under §107.100 of this chapter or other-
wise added by the manufacturer) that
the manufacturer is relying on the pre-
mix to provide, to ensure that the pre-
mix is in compliance with the manu-
facturer’s specifications;

(2) During the manufacturing proc-
ess, after the addition of the premix, or
at the final product stage but before
distribution, each production aggre-
gate of infant formula shall be tested
for at least one indicator nutrient for
each of the nutrient premixes used in
the infant formula to confirm that the
nutrients supplied by each of the pre-
mixes are present, in the proper con-
centration, in the production aggregate
of infant formula.

(3) At the final product stage, before
distribution of an infant formula, each
production aggregate shall be tested
for vitamins A, C, E, and thiamin.

(4) During the manufacturing process
or at the final product stage, before
distribution, each production aggre-
gate shall be tested for all nutrients re-
quired to be included in such formula
under §107.100 of this chapter for which
testing is not conducted for compliance
with paragraphs (a)(1) or (a)(3) of this
section and for any nutrient added by
the manufacturer for which testing is
not conducted for compliance with
paragraph (a)(1) of this section.

(b) A manufacturer shall test each
production aggregate of finished prod-
uct for nutrients as follows:

(1)(i) For an infant formula that is a
new infant formula the manufacturer
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shall collect, from each manufacturing
site and at the final product stage, a
representative sample of the first pro-
duction aggregate of packaged, fin-
ished formula in each physical form
(powder, ready-to-feed, or concentrate)
and evaluate the levels of all nutrients
required under §107.100 of this chapter
and all other nutrients added by the
manufacturer. The manufacturer shall
repeat such testing every 4 months
thereafter throughout the shelf life of
the product.

(ii) The Food and Drug Administra-
tion will exempt the manufacturer
from the requirements of paragraph
(b)(1)(A) of this section if the manufac-
turer of a new infant formula requests
an exemption and provides analytical
data, as required under §106.120(b)(7),
that demonstrates that the stability of
the new infant formula will likely not
differ from the stability of formulas
with similar composition, processing,
and packaging for which there are ex-
tensive stability data. A manufacturer
exempt from the requirements of para-
graph (b)(1)(i) of this section would be
required to test the first production ag-
gregate according to the requirements
of §106.91(b)(2).

(2) The manufacturer shall collect,
from each manufacturing site and at
the final product stage, a representa-
tive sample of each subsequent produc-
tion aggregate of packaged, finished
formula in each physical form (powder,
ready-to-feed, or concentrate) and
evaluate the levels of all nutrients re-
quired under §107.100 of this chapter
and all other nutrients added by the
manufacturer. The manufacturer shall
repeat such testing at the end of the
shelf life of the product.

(3) If the results of the testing re-
quired by paragraph (b)(1) of this sec-
tion do not substantiate the shelf life
of the infant formula, the manufac-
turer shall address, as appropriate, all
production aggregates of formula re-
leased and pending release for distribu-
tion that are implicated by the testing
results, such as by conducting the test-
ing required by paragraph (b)(1) of this
section on a subsequently produced
production aggregate to substantiate
the shelf life of the infant formula or
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