Food and Drug Administration, HHS

phone number is 301-827-6500. The Divi-
sion of Dockets Management’s Public
Reading Room is located in rm. 1061,
5630 Fishers Lane, Rockville, MD 20852;
the phone number is 301-827-6860. Both
public reading rooms are open from 9
a.m. to 4 p.m., Monday through Friday,
excluding legal public holidays.

(b) The following records are avail-
able at the Freedom of Information
Staff’s Public Reading Room:

(1) A guide for making requests for
records or information from the Food
and Drug Administration;

(2) Administrative staff manuals and
instructions to staff that affect a mem-
ber of the public;

(3) Food and Drug Administration
records which have been released to
any person in response to a Freedom of
Information request and which the
agency has determined have become or
are likely to become the subject of sub-
sequent requests for substantially the
same records;

(4) Indexes of records maintained in
the Freedom of Information Staff’s
Public Reading Room; and

(5) Such other records and informa-
tion as the agency determines are ap-
propriate for inclusion in the public
reading room.

(c) The following records are avail-
able in the Division of Dockets Man-
agement’s Public Reading Room:

(1) Final opinions, including concur-
ring and dissenting opinions, as well as
orders, made in the adjudication of
cases;

(2) Statements of policy and interpre-
tation adopted by the agency that are
still in force and not published in the
FEDERAL REGISTER;

(3) Indexes of records maintained in
the Division of Dockets Management’s
Public Reading Room; and

(4) Such other records and informa-
tion as the agency determines are ap-
propriate for inclusion in the public
reading room.

(d) The agency will make reading
room records created by the Food and
Drug Administration on or after No-
vember 1, 1996, available electronically
through the Internet at the agency’s
World Wide Web site which can be
found at http://www.fda.gov. At the
agency’s discretion, the Food and Drug
Administration may also make avail-
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able through the Internet such addi-
tional records and information it be-
lieves will be useful to the public.

[68 FR 25287, May 12, 2003; 68 FR 65392, Nov.
20, 2003]
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AUTHORITY: 21 U.S.C. 371; 5 U.S.C. 552, 552a.

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
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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
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