
21 U.S. Code § 350a
Infant formulas

(a) Adulteration
An infant formula, including an infant formula powder, shall be deemed to be adulterated if—

(1) such infant formula does not provide nutrients as required by subsection (i),

(2) such infant formula does not meet the quality factor requirements prescribed by the Secretary under
subsection (b)(1), or

(3) the processing of such infant formula is not in compliance with the good manufacturing practices and the
quality control procedures prescribed by the Secretary under subsection (b)(2).

(b) Requirements for quality factors, good manufacturing practices, and
retention of records
(1) The Secretary shall by regulation establish requirements for quality factors for infant formulas to the extent
possible consistent with current scientific knowledge, including quality factor requirements for the nutrients
required by subsection (i).

(2)

(A) The Secretary shall by regulation establish good manufacturing practices for infant formulas, including
quality control procedures that the Secretary determines are necessary to assure that an infant formula
provides nutrients in accordance with this subsection and subsection (i) and is manufactured in a manner
designed to prevent adulteration of the infant formula.

(B) The good manufacturing practices and quality control procedures prescribed by the Secretary under
subparagraph (A) shall include requirements for—

(i) the testing, in accordance with paragraph (3) and by the manufacturer of an infant formula or an agent
of such manufacturer, of each batch of infant formula for each nutrient required by subsection (i) before
the distribution of such batch,

(ii) regularly scheduled testing, by the manufacturer of an infant formula or an agent of such
manufacturer, of samples of infant formulas during the shelf life of such formulas to ensure that such
formulas are in compliance with this section,

(iii) in-process controls including, where necessary, testing required by good manufacturing practices
designed to prevent adulteration of each batch of infant formula, and

(iv) the conduct by the manufacturer of an infant formula or an agent of such manufacturer of regularly
scheduled audits to determine that such manufacturer has complied with the regulations prescribed under
subparagraph (A).

In prescribing requirements for audits under clause (iv), the Secretary shall provide that such audits be
conducted by appropriately trained individuals who do not have any direct responsibility for the manufacture
or production of infant formula.

Copyright © 2024 by Society of Corporate Compliance and Ethics (SCCE) & Health Care Compliance Association (HCCA). No claim to original US
Government works. All rights reserved. Usage is governed under this website’s .

- 1 -

Terms of Use

https://compliancecosmos.org/infant-formulas
https://www.hcca-info.org/terms-use
https://www.hcca-info.org/terms-use


(3)

(A) At the final product stage, each batch of infant formula shall be tested for vitamin A, vitamin B1, vitamin
C, and vitamin E to ensure that such infant formula is in compliance with the requirements of this subsection
and subsection (i) relating to such vitamins.

(B) Each nutrient premix used in the manufacture of an infant formula shall be tested for each relied upon
nutrient required by subsection (i) which is contained in such premix to ensure that such premix is in
compliance with its specifications or certifications by a premix supplier.

(C) During the manufacturing process or at the final product stage and before distribution of an infant
formula, an infant formula shall be tested for all nutrients required to be included in such formula by
subsection (i) for which testing has not been conducted pursuant to subparagraph (A) or (B). Testing under
this subparagraph shall be conducted to—

(i) ensure that each batch of such infant formula is in compliance with the requirements of subsection (i)
relating to such nutrients, and

(ii) confirm that nutrients contained in any nutrient premix used in such infant formula are present in each
batch of such infant formula in the proper concentration.

(D) If the Secretary adds a nutrient to the list of nutrients in the table in subsection (i), the Secretary shall by
regulation require that the manufacturer of an infant formula test each batch of such formula for such new
nutrient in accordance with subparagraph (A), (B), or (C).

(E) For purposes of this paragraph, the term “final product stage” means the point in the manufacturing
process, before distribution of an infant formula, at which an infant formula is homogenous and is not
subject to further degradation.
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