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EFFECTIVE DATE NOTE: At 63 FR 5252, Feb.
2, 1998, §314.300 was amended in the introduc-
tory text of paragraph (b)(6) by adding a new
sentence after the first sentence, effective
Feb. 2, 1999.

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 and antibiotics.

(a) Imports. (1) A new drug or an anti-
biotic may be imported into the United
States if: (i) It is the subject of an ap-
proved application under this part or,
in the case of an antibiotic not exempt
from certification under part 433, it is
also certified or released; or (ii) it com-
plies with the regulations pertaining to
investigational new drugs under part
312; and it complies with the general
regulations 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 or an anti-
biotic may be exported if it is the sub-
ject of an approved application under
this part, and, in the case of an anti-
biotic, it is certified or released, or it
complies with the regulations pertain-
ing 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-
fications of, and is shipped with a copy
of the labeling required for, the ap-
proved drug product.

(3) An antibiotic drug product or
drug substance that is subject to cer-
tification under section 507 of the act,
but which has not been certified or re-
leased, may be exported under section
801(e) of the act if it meets the follow-
ing conditions:

§314.420

(i) 1t meets the specifications of the
foreign purchaser;

(ii) It is not in conflict with the laws
of the country to which it is intended
for export;

(iii) It is labeled on the outside of the
shipping package that it is intended for
export; and

(iv) It is not sold or offered for sale in
the United States.

§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) Manufacturing site, facilities, op-
erating procedures, and personnel (be-
cause an FDA on-site inspection of a
foreign drug manufacturing facility
presents unique problems of planning
and travel not presented by an inspec-
tion of a domestic manufacturing facil-
ity, this information is only rec-
ommended for foreign manufacturing
establishments);

(2) Drug substance, drug substance
intermediate, and materials used Iin
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 | through IV DMF’s
must first submit a letter of intent to
the Drug Master File Staff, Food and
Drug Administration, 12420 Parklawn
Dr., Rm. 2-14, Rockville, MD 20852.
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 under §10.90(b) a guideline
that provides information about how to
prepare a well-organized drug master
file. If the drug master file holder adds,
changes, or deletes any information in
the file, the holder shall notify in writ-
ing, each person authorized to ref-
erence that information. Any addition,
change, or deletion of information in a
drug master file (except the list re-
quired under paragraph (d) of this sec-
tion) is required to be submitted in two
copies and to describe by name, ref-
erence number, volume, and page num-
ber the information affected in the
drug master 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-
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thorized to reference the file, is deter-
mined under part 20 and §314.430.

(Collection of information requirements ap-
proved by the Office of Management and
Budget under control number 0910-0001)

[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]

§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 approvable
letter is sent to the applicant under
§314.110, unless the existence of the ap-
plication or abbreviated application
has been previously publicly disclosed
or acknowledged. The Center for Drug
Evaluation and Research will maintain
and make available for public disclo-
sure a list of applications or abbre-
viated applications for which the agen-
cy has sent an approvable letter to the
applicant.

(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
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