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21 CFR Ch. I (4–1–13 Edition) § 314.201 

§ 314.201 Procedure for hearings. 
Parts 10 through 16 apply to hearings 

relating to new drugs under section 505 
(d) and (e) of the act. 

§ 314.235 Judicial review. 
(a) The Commissioner of Food and 

Drugs will certify the transcript and 
record. In any case in which the Com-
missioner enters an order without a 
hearing under § 314.200(g), the record 
certified by the Commissioner is re-
quired to include the requests for hear-
ing together with the data and infor-
mation submitted and the Commis-
sioner’s findings and conclusion. 

(b) A manufacturer or distributor of 
an identical, related, or similar drug 
product under § 310.6 may seek judicial 
review of an order withdrawing ap-
proval of a new drug application, 
whether or not a hearing has been held, 
in a United States court of appeals 
under section 505(h) of the act. 

Subpart F [Reserved] 

Subpart G—Miscellaneous 
Provisions 

SOURCE: 50 FR 7493, Feb. 22, 1985, unless 
otherwise noted. Redesignated at 57 FR 17983, 
Apr. 28, 1992. 

§ 314.410 Imports and exports of new 
drugs. 

(a) Imports. (1) A new drug may be im-
ported into the United States if: (i) It 
is the subject of an approved applica-
tion under this part; or (ii) it complies 
with the regulations pertaining to in-
vestigational new drugs under part 312; 
and it complies with the general regu-
lations pertaining to imports under 
subpart E of part 1. 

(2) A drug substance intended for use 
in the manufacture, processing, or re-
packing of a new drug may be imported 
into the United States if it complies 
with the labeling exemption in § 201.122 
pertaining to shipments of drug sub-
stances in domestic commerce. 

(b) Exports. (1) A new drug may be ex-
ported if it is the subject of an ap-
proved application under this part or it 
complies with the regulations per-
taining to investigational new drugs 
under part 312. 

(2) A new drug substance that is cov-
ered by an application approved under 
this part for use in the manufacture of 
an approved drug product may be ex-
ported by the applicant or any person 
listed as a supplier in the approved ap-
plication, provided the drug substance 
intended for export meets the speci-
fication of, and is shipped with a copy 
of the labeling required for, the ap-
proved drug product. 

(3) Insulin or an antibiotic drug may 
be exported without regard to the re-
quirements in section 802 of the act if 
the insulin or antibiotic drug meets 
the requirements of section 801(e)(1) of 
the act. 

[50 FR 7493, Feb. 22, 1985. Redesignated at 57 
FR 17983, Apr. 28, 1992, and amended at 64 FR 
402, Jan. 5, 1999; 69 FR 18766, Apr. 8, 2004] 

§ 314.420 Drug master files. 

(a) A drug master file is a submission 
of information to the Food and Drug 
Administration by a person (the drug 
master file holder) who intends it to be 
used for one of the following purposes: 
To permit the holder to incorporate 
the information by reference when the 
holder submits an investigational new 
drug application under part 312 or sub-
mits an application or an abbreviated 
application or an amendment or sup-
plement to them under this part, or to 
permit the holder to authorize other 
persons to rely on the information to 
support a submission to FDA without 
the holder having to disclose the infor-
mation to the person. FDA ordinarily 
neither independently reviews drug 
master files nor approves or dis-
approves submissions to a drug master 
file. Instead, the agency customarily 
reviews the information only in the 
context of an application under part 
312 or this part. A drug master file may 
contain information of the kind re-
quired for any submission to the agen-
cy, including information about the 
following: 

(1) [Reserved] 
(2) Drug substance, drug substance 

intermediate, and materials used in 
their preparation, or drug product; 

(3) Packaging materials; 
(4) Excipient, colorant, flavor, es-

sence, or materials used in their prepa-
ration; 
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(5) FDA-accepted reference informa-
tion. (A person wishing to submit in-
formation and supporting data in a 
drug master file (DMF) that is not cov-
ered by Types II through IV DMF’s 
must first submit a letter of intent to 
the Drug Master File Staff, Food and 
Drug Administration, 5901–B 
Ammendale Rd., Beltsville, MD 20705– 
1266.) FDA will then contact the person 
to discuss the proposed submission. 

(b) An investigational new drug ap-
plication or an application, abbre-
viated application, amendment, or sup-
plement may incorporate by reference 
all or part of the contents of any drug 
master file in support of the submis-
sion if the holder authorizes the incor-
poration in writing. Each incorpora-
tion by reference is required to de-
scribe the incorporated material by 
name, reference number, volume, and 
page number of the drug master file. 

(c) A drug master file is required to 
be submitted in two copies. The agency 
has prepared guidance that provides in-
formation about how to prepare a well- 
organized drug master file. If the drug 
master file holder adds, changes, or de-
letes any information in the file, the 
holder shall notify in writing, each per-
son authorized to reference that infor-
mation. Any addition, change, or dele-
tion of information in a drug master 
file (except the list required under 
paragraph (d) of this section) is re-
quired to be submitted in two copies 
and to describe by name, reference 
number, volume, and page number the 
information affected in the drug mas-
ter file. 

(d) The drug master file is required to 
contain a complete list of each person 
currently authorized to incorporate by 
reference any information in the file, 
identifying by name, reference number, 
volume, and page number the informa-
tion that each person is authorized to 
incorporate. If the holder restricts the 
authorization to particular drug prod-
ucts, the list is required to include the 
name of each drug product and the ap-
plication number, if known, to which 
the authorization applies. 

(e) The public availability of data 
and information in a drug master file, 
including the availability of data and 
information in the file to a person au-

thorized to reference the file, is deter-
mined under part 20 and § 314.430. 

[50 FR 7493, Feb. 22, 1985, as amended at 50 
FR 21238, May 23, 1985; 53 FR 33122, Aug. 30, 
1988; 55 FR 28380, July 11, 1990; 65 FR 1780, 
Jan. 12, 2000; 65 FR 56479, Sept. 19, 2000; 67 FR 
9586, Mar. 4, 2002; 69 FR 13473, Mar. 23, 2004] 

§ 314.430 Availability for public disclo-
sure of data and information in an 
application or abbreviated applica-
tion. 

(a) The Food and Drug Administra-
tion will determine the public avail-
ability of any part of an application or 
abbreviated application under this sec-
tion and part 20 of this chapter. For 
purposes of this section, the applica-
tion or abbreviated application in-
cludes all data and information sub-
mitted with or incorporated by ref-
erence in the application or abbre-
viated application, including investiga-
tional new drug applications, drug 
master files under § 314.420, supple-
ments submitted under § 314.70 or 
§ 314.97, reports under § 314.80 or § 314.98, 
and other submissions. For purposes of 
this section, safety and effectiveness 
data include all studies and tests of a 
drug on animals and humans and all 
studies and tests of the drug for iden-
tity, stability, purity, potency, and 
bioavailability. 

(b) FDA will not publicly disclose the 
existence of an application or abbre-
viated application before an approval 
letter is sent to the applicant under 
§ 314.105 or tentative approval letter is 
sent to the applicant under § 314.107, 
unless the existence of the application 
or abbreviated application has been 
previously publicly disclosed or ac-
knowledged. 

(c) If the existence of an unapproved 
application or abbreviated application 
has not been publicly disclosed or ac-
knowledged, no data or information in 
the application or abbreviated applica-
tion is available for public disclosure. 

(d)(1) If the existence of an applica-
tion or abbreviated application has 
been publicly disclosed or acknowl-
edged before the agency sends an ap-
proval letter to the applicant, no data 
or information contained in the appli-
cation or abbreviated application is 
available for public disclosure before 
the agency sends an approval letter, 
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