Food and Drug Administration, HHS

law enforcement purposes and may in-
clude inter- and intra-agency memo-
randums.

(1) Notwithstanding the rule estab-
lished in §20.21 of this chapter, no
record related to a section 305 presen-
tation is available for public disclosure
until consideration of criminal pros-
ecution has been closed in accordance
with paragraph (b) of this section, ex-
cept as provided in §20.82 of this chap-
ter. Only very rarely and only under
circumstances that demonstrate a
compelling public interest will the
Commissioner exercise, in accordance
with §20.82 of this chapter, the author-
ized discretion to disclose records re-
lated to a section 305 presentation be-
fore the consideration of criminal pros-
ecution is closed.

(2) After consideration of criminal
prosecution is closed, the records are
available for public disclosure in re-
sponse to a request under the Freedom
of Information Act, except to the ex-
tent that the exemptions from disclo-
sure in subpart D of part 20 of this
chapter are applicable. No statements
obtained through promises of confiden-
tiality shall be available for public dis-
closure.

(b) Consideration of criminal pros-
ecution based on a particular section
305 notice of opportunity for presen-
tation of views shall be deemed to be
closed within the meaning of this sec-
tion and §7.85 when a final decision has
been made not to recommend criminal
prosecution to a United States attor-
ney based on charges set forth in the
notice and considered at the presen-
tation, or when such a recommenda-
tion has been finally refused by the
United States attorney, or when crimi-
nal prosecution has been instituted and
the matter and all related appeals have
been concluded, or when the statute of
limitations has run.

(c) Before disclosure of any record
specifically reflecting consideration of
a possible recommendation for crimi-
nal prosecution of any individual, all
names and other information that
would identify an individual whose
prosecution was considered but not rec-
ommended, or who was not prosecuted,
shall be deleted, unless the Commis-
sioner concludes that there is a com-
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pelling public interest in the disclosure
of the names.

(d) Names and other information that
would identify a Food and Drug Admin-
istration employee shall be deleted
from records related to a section 305
presentation of views before public dis-
closure only under §20.32 of this chap-
ter.

[44 FR 12168, Mar. 6, 1979]
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AUTHORITY: 5 U.S.C. 551-558, 701-706; 15
U.S.C. 1451-1461; 21 U.S.C. 141-149, 321-397,
467f, 679, 821, 1034; 28 U.S.C. 2112; 42 U.S.C. 201,
262, 263b, 264.

SOURCE: 44 FR 22323, Apr. 13, 1979, unless
otherwise noted.

EDITORIAL NOTE: Nomenclature changes to
part 10 appear at 68 FR 24879, May 9, 2003.

Subpart A—General Provisions

§10.1 Scope.

(a) Part 10 governs practices and pro-
cedures for petitions, hearings, and
other administrative proceedings and
activities conducted by the Food and
Drug Administration under the Federal
Food, Drug, and Cosmetic Act, the
Public Health Service Act, and other
laws that the Commissioner of Food
and Drugs administers under §5.10.

(b) If a requirement in another part
of title 21 differs from a requirement in
this part, the requirements of this part
apply to the extent that they do not
conflict with the other requirements.

(c) References in this part and parts
12, 13, 14, 15, and 16 to regulatory sec-
tions of the Code of Federal Regula-
tions are to chapter | of title 21 unless
otherwise noted.

(d) References in this part and parts
12, 13, 14, 15, and 16 to publication, or to
the day or date of publication, or use of
the phrase to publish, refer to publica-
tion in the FEDERAL REGISTER unless
otherwise noted.

[44 FR 22323, Apr. 13, 1979, as amended at 54
FR 9034, Mar. 3, 1989]

§10.3 Definitions.

(a) The following definitions apply in
this part and parts 12, 13, 14, 15, 16, and
19:

21 CFR Ch. | (4-1-04 Edition)

Act means the Federal Food, Drug,
and Cosmetic Act unless otherwise in-
dicated.

Administrative action includes every
act, including the refusal or failure to
act, involved in the administration of
any law by the Commissioner, except
that it does not include the referral of
apparent violations to U.S. attorneys
for the institution of civil or criminal
proceedings or an act in preparation of
a referral.

Administrative file means the file or
files containing all documents per-
taining to a particular administrative
action, including internal working
memoranda, and recommendations.

Administrative record means the docu-
ments in the administrative file of a
particular administrative action on
which the Commissioner relies to sup-
port the action.

Agency means the Food and Drug Ad-
ministration.

Chief Counsel means the Chief Coun-
sel of the Food and Drug Administra-
tion.

Commissioner means the Commis-
sioner of Food and Drugs, Food and
Drug Administration, U.S. Department
of Health and Human Services, or the
Commissioner’s designee.

Department means the U.S. Depart-
ment of Health and Human Services.

Division of Dockets Management means
the Division of Dockets Management,
Office of Management and Operations
of the Food and Drug Administration,
U.S. Department of Health and Human
Services, 5630 Fishers Lane, rm. 1061,
Rockville, MD 20852.

Ex parte communication means an oral
or written communication not on the
public record for which reasonable
prior notice to all parties is not given,
but does not include requests for status
reports on a matter.

FDA means the Food and Drug Ad-
ministration.

Food and Drug Administration em-
ployee or Food and Drug Administration
representative includes members of the
Food and Drug Division of the office of
the General Counsel of the Department
of Health and Human Services.

Formal evidentiary public hearing
means a hearing conducted under part
12.
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