§314.1

Subpart D—FDA Action on Applications
and Abbreviated Applications

314.100 Timeframes for reviewing applica-
tions and abbreviated applications.

314.101 Filing an application and an abbre-
viated antibiotic application and receiv-
ing an abbreviated new drug application.

314.102 Communications between FDA and
applicants.

314.103 Dispute resolution.

314.104 Drugs with potential for abuse.

314.105 Approval of an application and an
abbreviated application.

314.106 Foreign data.

314.107 Effective date of approval of a
505(b)(2) application or abbreviated new
drug application under section 505(j) of
the act.

314.108 New drug product exclusivity.

314.110 Approvable letter to the applicant.

314.120 Not approvable letter to the appli-
cant.

314.122 Submitting an abbreviated applica-
tion for, or a 505(J)(2)(C) petition that re-
lies on, a listed drug that is no longer
marketed.

314.125 Refusal to approve an application or
abbreviated antibiotic application.

314.126 Adequate and well-controlled stud-
ies.

314.127 Refusal to approve an abbreviated
new drug application.

314.150 Withdrawal of approval of an appli-
cation or abbreviated application.

314.151 Withdrawal of approval of an abbre-
viated new drug application under sec-
tion 505(j)(5) of the act.

314.152 Notice of withdrawal of approval of
an application or abbreviated application
for a new drug.

314.153 Suspension of approval of an abbre-
viated new drug application.

314.160 Approval of an application or abbre-
viated application for which approval
was previously refused, suspended, or
withdrawn.

314.161 Determination of reasons for vol-
untary withdrawal of a listed drug.

314.162 Removal of a drug product from the
list.

314.170 Adulteration and misbranding of an
approved drug.

Subpart E—Hearing Procedures for New
Drugs

314.200 Notice of opportunity for hearing;
notice of participation and request for
hearing; grant or denial of hearing.

314.201 Procedure for hearings.

314.235 Judicial review.

Subpart F—Administrative Procedures for
Antibiotics

314.300 Procedure for the issuance, amend-
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ment, or repeal of regulations.

Subpart G—Miscellaneous Provisions

314.410 Imports and exports of new drugs
and antibiotics.

314.420 Drug master files.

314.430 Availability for public disclosure of
data and information in an application
or abbreviated application.

314.440 Addresses for applications and ab-
breviated applications.

314.445 Guidelines.

Subpart H—Accelerated Approval of New
Drugs for Serious or Life-Threatening Ill-
nesses

314.500 Scope.

314.510 Approval based on a surrogate end-
point or on an effect on a clinical end-
point other than survival or irreversible
morbidity.

314.520 Approval with restrictions to assure
safe use.

314.530 Withdrawal procedures.

314.540 Postmarketing safety reporting.

314.550 Promotional materials.

314.560 Termination of requirements.

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 353,
355, 356, 357, 371, 374, 37%.

SOURCE: 50 FR 7493, Feb. 22, 1985, unless
otherwise noted.

Subpart A—General Provisions

§314.1 Scope of this part.

(@) This part sets forth procedures
and requirements for the submission
to, and the review by, the Food and
Drug Administration of applications
and abbreviated applications, as well as
amendments, supplements, and post-
marketing reports to them, by persons
seeking or holding approval from FDA
of the following:

(1) An application or abbreviated ap-
plication under section 505 of the Fed-
eral Food, Drug, and Cosmetic Act to
market a new drug.

(2) An application or abbreviated ap-
plication under section 507 of the Fed-
eral Food, Drug, and Cosmetic Act to
market an antibiotic drug.

(b) This part does not apply to drug
products subject to licensing by FDA
under the Public Health Service Act (58
Stat. 632 as amended (42 U.S.C. 201 et
seq.)) and subchapter F of chapter | of
title 21 of the Code of Federal Regula-
tions.

100



Food and Drug Administration, HHS

(c) References in this part to regula-
tions in the Code of Federal Regula-
tions are to chapter | of title 21, unless
otherwise noted.

[50 FR 7493, Feb. 22, 1985, as amended at 57
FR 17981, Apr. 28, 1992]

§314.2 Purpose.

The purpose of this part is to estab-
lish an efficient and thorough drug re-
view process in order to: (a) Facilitate
the approval of drugs shown to be safe
and effective; and (b) ensure the dis-
approval of drugs not shown to be safe
and effective. These regulations are
also intended to establish an effective
system for FDA'’s surveillance of mar-
keted drugs. These regulations shall be
construed in light of these objectives.

§314.3 Definitions.

(a) The definitions and interpreta-
tions contained in section 201 of the act
apply to those terms when used in this
part.

(b) The following definitions of terms
apply to this part:

Abbreviated application means the ap-
plication described under §314.94, in-
cluding all amendments and supple-
ments to the application. ‘““‘Abbreviated
application” applies to both an abbre-
viated new drug application and an ab-
breviated antibiotic application.

Act means the Federal Food, Drug,
and Cosmetic Act (sections 201-901 (21
U.S.C. 301-392)).

Applicant means any person who sub-
mits an application or abbreviated ap-
plication or an amendment or supple-
ment to them under this part to obtain
FDA approval of a new drug or an anti-
biotic drug and any person who owns
an approved application or abbreviated
application.

Application means the application de-
scribed under §314.50, including all
amendements and supplements to the
application.

505(b)(2) Application means an appli-
cation submitted under  section
505(b)(1) of the act for a drug for which
the investigations described in section
505(b)(1)(A) of the act and relied upon
by the applicant for approval of the ap-
plication were not conducted by or for
the applicant and for which the appli-
cant has not obtained a right of ref-
erence or use from the person by or for

§314.3
whom the investigations were con-
ducted.

Approvable letter means a written

communication to an applicant from
FDA stating that the agency will ap-
prove the application or abbreviated
application if specific additional infor-
mation or material is submitted or spe-
cific conditions are met. An approvable
letter does not constitute approval of
any part of an application or abbre-
viated application and does not permit
marketing of the drug that is the sub-
ject of the application or abbreviated
application.

Approval letter means a written com-
munication to an applicant from FDA
approving an application or an abbre-
viated application.

Drug product means a finished dosage
form, for example, tablet, capsule, or
solution, that contains a drug sub-
stance, generally, but not necessarily,
in association with one or more other
ingredients.

Drug substance means an active ingre-
dient that is intended to furnish phar-
macological activity or other direct ef-
fect in the diagnosis, cure, mitigation,
treatment, or prevention of disease or
to affect the structure or any function
of the human body, but does not in-
clude intermediates use in the syn-
thesis of such ingredient.

FDA means the Food and Drug Ad-
ministration.

Listed drug means a new drug product
that has an effective approval under
section 505(c) of the act for safety and
effectiveness or under section 505(j) of
the act, which has not been withdrawn
or suspended under section 505(e)(1)
through (e)(5) or (J)(5) of the act, and
which has not been withdrawn from
sale for what FDA has determined are
reasons of safety or effectiveness. List-
ed drug status is evidenced by the drug
product’s identification as a drug with
an effective approval in the current
edition of FDA'’s “Approved Drug Prod-
ucts with Therapeutic Equivalence
Evaluations’ (the list) or any current
supplement thereto, as a drug with an
effective approval. A drug product is
deemed to be a listed drug on the date
of effective approval of the application
or abbreviated application for that
drug product.
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