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which were approved since 1938 and
which are still approved, covering mar-
keted prescription drug products ex-
cept prescription drug products covered
by applications deemed approved under
the Drug Amendments of 1962 and not
yet determined to be effective in the
Drug Efficacy Study Implementation
program. The listing includes the name
of the active ingredient, the type of
dosage form, the route of administra-
tion, the trade name of the product,
the name of the application holder, and
the strength or potency of the product.
The listing also includes, for each ac-
tive ingredient in a particular dosage
form for which there is more than one
approved application, an evaluation of
the therapeutic equivalence of the drug
products covered by such applications.

(b) Other computer printouts con-
taining IND and NDA information are
available to the extent that they do
not reveal data or information prohib-
ited from disclosure under §§ 20.61,
312.130, and 314.430 of this chapter.

[42 FR 15616, Mar. 22, 1977, as amended at 45
FR 72608, Oct. 31, 1980; 46 FR 8457, Jan. 27,
1981; 54 FR 9038, Mar. 3, 1989; 64 FR 399, Jan.
5, 1999]

§ 20.118 Advisory committee records.
All advisory committee records shall

be handled in accordance with the rules
established in parts 10, 12, 13, 14, 15, 16,
and 19 of this chapter.

§ 20.119 Lists of names and addresses.
Names and addresses of individuals in

Food and Drug Administration records
shall not be sold or rented. Names and
addresses shall not be disclosed if dis-
closure is prohibited as a clearly un-
warranted invasion of personal privacy,
e.g., lists of names and home addresses
of Food and Drug Administration em-
ployees, which shall not be disclosed
under § 20.110.
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21.71 Disclosure of records in Privacy Act
Record Systems; accounting required.

21.72 Individual consent to disclosure of
records to other persons.
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AUTHORITY: 21 U.S.C. 371; 5 U.S.C. 552, 552a.
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SOURCE: 42 FR 15626, Mar. 22, 1977, unless
otherwise noted.

Subpart A—General Provisions
§ 21.1 Scope.

(a) This part establishes procedures
to implement the Privacy Act of 1974 (5
U.S.C. 552a). It applies to records about
individuals that are maintained, col-
lected, used, or disclosed by the Food
and Drug Administration and con-
tained in Privacy Act Record Systems.

(b) This part does not:
(1) Apply to Food and Drug Adminis-

tration record systems that are not
Privacy Act Record Systems or make
available to an individual records that
may include references to him but that
are not retrieved by his name or other
personal identifier, whether or not con-
tained in a Privacy Act Record Sys-
tem. part 20 of this chapter (the public
information regulations) and other reg-
ulations referred to therein determine
when records are made available in
such cases.

(2) Make any records available to
persons other than (i) individuals who
are the subjects of the records, (ii) per-
sons accompanying such individuals
under § 21.43, (iii) persons provided
records pursuant to individual consent
under § 21.72, or (iv) persons acting on
behalf of such individuals as legal
guardians under § 21.75. Part 20 of this
chapter (the public information regula-
tions) and other regulations referred to
therein determine when Food and Drug
Administration records are disclosable
to members of the public generally.
Subpart G of this part limits the provi-
sions of part 20 of this chapter with re-
spect to disclosures of records about in-
dividuals from Privacy Act Record Sys-
tems to persons other than individuals
who are the subjects of the records.

(3) Make available information com-
piled by the Food and Drug Adminis-
tration in reasonable anticipation of
court litigation or formal administra-
tive proceedings. The availability of
such information to any member of the
public, including any subject indi-
vidual or party to such litigation or
proceeding shall be governed by appli-
cable constitutional principles, rules of
discovery, and part 20 of this chapter
(the public information regulations).

(4) Apply to personnel records main-
tained by the Division of Human Re-
sources Management, Food and Drug
Administration, except as provided in
§ 21.32. Such records are subject to reg-
ulations of the Office of Personnel
Management in 5 CFR parts 293, 294,
and 297.

[42 FR 15626, Mar. 22, 1977, as amended at 46
FR 8457, Jan. 27, 1981; 50 FR 52278, Dec. 23,
1985]

§ 21.3 Definitions.
As used in this part:
(a) Individual means a natural living

person who is a citizen of the United
States or an alien lawfully admitted
for permanent residence. Individual
does not include sole proprietorships,
partnerships, or corporations engaged
in the production or distribution of
products regulated by the Food and
Drug Administration or with which the
Food and Drug Administration has
business dealings. Any such business
enterprise that is identified by the
name of one or more individuals is not
an individual within the meaning of
this part. Employees of regulated busi-
ness enterprises are considered individ-
uals. Accordingly, physicians and other
health professionals who are engaged
in business as proprietors of establish-
ments regulated by the Food and Drug
Administration are not considered in-
dividuals; however, physicians and
other health professionals who are en-
gaged in clinical investigations, em-
ployed by regulated enterprises, or the
subjects of records concerning their
own health, e.g., exposure to excessive
radiation, are considered individuals.
Food and Drug Administration employ-
ees, consultants, and advisory com-
mittee members, State and local offi-
cials, and consumers are considered in-
dividuals.

(b) Records about individuals means
items, collections, or groupings of in-
formation about individuals contained
in Privacy Act Record Systems, includ-
ing, but not limited to education, fi-
nancial transactions, medical history,
criminal history, or employment his-
tory, that contain names or personal
identifiers.

(c) Privacy Act Record System means a
system of records about individuals
under the control of the Food and Drug
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