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PART C—FEES
SUBPART 1—FREEDOM OF INFORMATION FEES

§379f. Recovery and retention of fees for free-
dom of information requests

(a) In general

The Secretary, acting through the Commis-
sioner of Food and Drugs, may—

(1) set and charge fees, in accordance with
section 552(a)(4)(A) of title 5, to recover all
reasonable costs incurred in processing re-
quests made under section 552 of title 5 for
records obtained or created under this chapter
or any other Federal law for which respon-
sibility for administration has been delegated
to the Commissioner by the Secretary;

(2) retain all fees charged for such requests;
and

(3) establish an accounting system and pro-
cedures to control receipts and expenditures of
fees received under this section.

(b) Use of fees

The Secretary and the Commissioner of Food
and Drugs shall not use fees received under this
section for any purpose other than funding the
processing of requests described in subsection
(a)(1) of this section. Such fees shall not be used
to reduce the amount of funds made to carry out
other provisions of this chapter.

(¢) Waiver of fees

Nothing in this section shall supersede the
right of a requester to obtain a waiver of fees
pursuant to section 5562(a)(4)(A) of title 5.

(June 25, 1938, ch. 675, §731, formerly §711, as
added Pub. L. 101-635, title II, §201, Nov. 28, 1990,
104 Stat. 4684; renumbered §731, Pub. L. 102-571,
title I, §106(6), Oct. 29, 1992, 106 Stat. 4499.)

CODIFICATION

Section was formerly classified to section 379¢c of this
title prior to renumbering by Pub. L. 102-571.

SUBPART 2—FEES RELATING TO DRUGS
TERMINATION OF SUBPART

For termination of subpart by section 105 of
Pub. L. 102-571, see Termination Date note set
out under section 379g of this title.

§379g. Definitions

For purposes of this subpart:
(1) The term ‘“human drug application”
means an application for—
(A) approval of a new drug submitted
under section 355(b) of this title, or
(B) licensure of a biological product under
section 262 of title 42.

Such term does not include a supplement to
such an application, does not include an appli-
cation with respect to whole blood or a blood
component for transfusion, does not include
an application with respect to a bovine blood
product for topical application licensed before
September 1, 1992, an allergenic extract prod-
uct, or an in vitro diagnostic biologic product
licensed under section 262 of title 42, does not
include an application with respect to a large
volume parenteral drug product approved be-
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fore September 1, 1992, does not include an ap-
plication for a licensure of a biological prod-
uct for further manufacturing use only, and
does not include an application or supplement
submitted by a State or Federal Government
entity for a drug that is not distributed com-
mercially. Such term does include an applica-
tion for licensure, as described in subpara-
graph (B), of a large volume biological product
intended for single dose injection for intra-
venous use or infusion.

(2) The term ‘‘supplement’ means a request
to the Secretary to approve a change in a
human drug application which has been ap-
proved.

(3) The term ‘‘prescription drug product”
means a specific strength or potency of a drug
in final dosage form—

(A) for which a human drug application
has been approved,

(B) which may be dispensed only under
prescription pursuant to section 353(b) of
this title, and

(C) which is on the list of products de-
scribed in section 355(j)(7)(A) of this title
(not including the discontinued section of
such list) or is on a list created and main-
tained by the Secretary of products ap-
proved under human drug applications under
section 262 of title 42 (not including the dis-
continued section of such list).

Such term does not include whole blood or a
blood component for transfusion, does not in-
clude a bovine blood product for topical appli-
cation licensed before September 1, 1992, an al-
lergenic extract product, or an in vitro diag-
nostic biologic product licensed under section
262 of title 42. Such term does not include a bi-
ological product that is licensed for further
manufacturing use only, and does not include
a drug that is not distributed commercially
and is the subject of an application or supple-
ment submitted by a State or Federal Govern-
ment entity. Such term does include a large
volume biological product intended for single
dose injection for intravenous use or infusion.

(4) The term ‘‘final dosage form’ means,
with respect to a prescription drug product, a
finished dosage form which is approved for ad-
ministration to a patient without substantial
further manufacturing (such as capsules, tab-
lets, or lyophilized products before reconstitu-
tion).

(6) The term ‘‘prescription drug establish-
ment”’ means a foreign or domestic place of
business which is at one general physical loca-
tion consisting of one or more buildings all of
which are within five miles of each other and
at which one or more prescription drug prod-
ucts are manufactured in final dosage form.
For purposes of this paragraph, the term
“manufactured’ does not include packaging.

(6) The term ‘‘process for the review of
human drug applications’ means the following
activities of the Secretary with respect to the
review of human drug applications and supple-
ments:

(A) The activities necessary for the review
of human drug applications and supple-
ments.

(B) The issuance of action letters which
approve human drug applications or which
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