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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 receiving 
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 Complete response letter to the ap-

plicant. 
314.120 [Reserved] 
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. 
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withdrawn. 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 [Reserved] 

Subpart G—Miscellaneous Provisions 

314.410 Imports and exports of new drugs. 
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 Guidance documents. 

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. 

Subpart I—Approval of New Drugs When 
Human Efficacy Studies Are Not Ethical 
or Feasible 

314.600 Scope. 
314.610 Approval based on evidence of effec-

tiveness from studies in animals. 
314.620 Withdrawal procedures. 
314.630 Postmarketing safety reporting. 
314.640 Promotional materials. 
314.650 Termination of requirements. 

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 353, 
355, 356, 356a, 356b, 356c, 371, 374, 379e. 

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

EDITORIAL NOTE: Nomenclature changes to 
part 314 can be found at 69 FR 13717, Mar. 24, 
2004. 

Subpart A—General Provisions 

§ 314.1 Scope of this part. 
(a) 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 to market 
a new drug under section 505 of the 
Federal Food, Drug, and Cosmetic Act, 
as well as amendments, supplements, 
and postmarketing reports to them. 

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

[50 FR 7493, Feb. 22, 1985, as amended at 57 
FR 17981, Apr. 28, 1992; 64 FR 401, Jan. 5, 1999] 

§ 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 

whom the investigations were con-
ducted. 

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

Assess the effects of the change means 
to evaluate the effects of a manufac-
turing change on the identity, 
strength, quality, purity, and potency 
of a drug product as these factors may 
relate to the safety or effectiveness of 
the drug product. 

Authorized generic drug means a listed 
drug, as defined in this section, that 
has been approved under section 505(c) 
of the act and is marketed, sold, or dis-
tributed directly or indirectly to retail 
class of trade with labeling, packaging 
(other than repackaging as the listed 
drug in blister packs, unit doses, or 
similar packaging for use in institu-
tions), product code, labeler code, trade 
name, or trademark that differs from 
that of the listed drug. 

Class 1 resubmission means the resub-
mission of an application or efficacy 
supplement, following receipt of a com-
plete response letter, that contains one 
or more of the following: Final printed 
labeling, draft labeling, certain safety 
updates, stability updates to support 
provisional or final dating periods, 
commitments to perform post-
marketing studies (including proposals 
for such studies), assay validation 
data, final release testing on the last 
lots used to support approval, minor 
reanalyses of previously submitted 
data, and other comparatively minor 
information. 

Class 2 resubmission means the resub-
mission of an application or efficacy 
supplement, following receipt of a com-
plete response letter, that includes any 
item not specified in the definition of 
‘‘Class 1 resubmission,’’ including any 
item that would require presentation 
to an advisory committee. 

Complete response letter means a writ-
ten communication to an applicant 
from FDA usually describing all of the 
deficiencies that the agency has identi-
fied in an application or abbreviated 
application that must be satisfactorily 
addressed before it can be approved. 

Drug product means a finished dosage 
form, for example, tablet, capsule, or 
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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. 

Efficacy supplement means a supple-
ment to an approved application pro-
posing to make one or more related 
changes from among the following 
changes to product labeling: 

(1) Add or modify an indication or 
claim; 

(2) Revise the dose or dose regimen; 
(3) Provide for a new route of admin-

istration; 
(4) Make a comparative efficacy 

claim naming another drug product; 
(5) Significantly alter the intended 

patient population; 
(6) Change the marketing status from 

prescription to over-the-counter use; 
(7) Provide for, or provide evidence of 

effectiveness necessary for, the tradi-
tional approval of a product originally 
approved under subpart H of part 314; 
or 

(8) Incorporate other information 
based on at least one adequate and 
well-controlled clinical study. 

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. 

Newly acquired information means 
data, analyses, or other information 
not previously submitted to the agen-
cy, which may include (but are not lim-
ited to) data derived from new clinical 
studies, reports of adverse events, or 
new analyses of previously submitted 
data (e.g., meta-analyses) if the stud-
ies, events or analyses reveal risks of a 
different type or greater severity or 
frequency than previously included in 
submissions to FDA. 

Original application means a pending 
application for which FDA has never 
issued a complete response letter or ap-
proval letter, or an application that 
was submitted again after FDA had re-
fused to file it or after it was with-
drawn without being approved. 

Reference listed drug means the listed 
drug identified by FDA as the drug 
product upon which an applicant relies 
in seeking approval of its abbreviated 
application. 

Resubmission means submission by 
the applicant of all materials needed to 
fully address all deficiencies identified 
in the complete response letter. An ap-
plication or abbreviated application for 
which FDA issued a complete response 
letter, but which was withdrawn before 
approval and later submitted again, is 
not a resubmission. 

Right of reference or use means the au-
thority to rely upon, and otherwise 
use, an investigation for the purpose of 
obtaining approval of an application, 
including the ability to make available 
the underlying raw data from the in-
vestigation for FDA audit, if necessary. 

Specification means the quality stand-
ard (i.e., tests, analytical procedures, 
and acceptance criteria) provided in an 
approved application to confirm the 
quality of drug substances, drug prod-
ucts, intermediates, raw materials, re-
agents, components, in-process mate-
rials, container closure systems, and 
other materials used in the production 
of a drug substance or drug product. 
For the purpose of this definition, ac-
ceptance criteriameans numerical lim-
its, ranges, or other criteria for the 
tests described. 

The list means the list of drug prod-
ucts with effective approvals published 
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in the current edition of FDA’s publi-
cation ‘‘Approved Drug Products with 
Therapeutic Equivalence Evaluations’’ 
and any current supplement to the 
publication. 

[50 FR 7493, Feb. 22, 1985, as amended at 57 
FR 17981, Apr. 28, 1992; 69 FR 18763, Apr. 8, 
2004; 73 FR 39607, July 10, 2008; 73 FR 49609, 
Aug. 22, 2008; 74 FR 37167, July 28, 2009] 

Subpart B—Applications 
§ 314.50 Content and format of an ap-

plication. 
Applications and supplements to ap-

proved applications are required to be 
submitted in the form and contain the 
information, as appropriate for the par-
ticular submission, required under this 
section. Three copies of the application 
are required: An archival copy, a re-
view copy, and a field copy. An applica-
tion for a new chemical entity will gen-
erally contain an application form, an 
index, a summary, five or six technical 
sections, case report tabulations of pa-
tient data, case report forms, drug 
samples, and labeling, including, if ap-
plicable, any Medication Guide re-
quired under part 208 of this chapter. 
Other applications will generally con-
tain only some of those items, and in-
formation will be limited to that need-
ed to support the particular submis-
sion. These include an application of 
the type described in section 505(b)(2) 
of the act, an amendment, and a sup-
plement. The application is required to 
contain reports of all investigations of 
the drug product sponsored by the ap-
plicant, and all other information 
about the drug pertinent to an evalua-
tion of the application that is received 
or otherwise obtained by the applicant 
from any source. FDA will maintain 
guidance documents on the format and 
content of applications to assist appli-
cants in their preparation. 

(a) Application form. The applicant 
shall submit a completed and signed 
application form that contains the fol-
lowing: 

(1) The name and address of the ap-
plicant; the date of the application; the 
application number if previously issued 
(for example, if the application is a re-
submission, an amendment, or a sup-
plement); the name of the drug prod-
uct, including its established, propri-

etary, code, and chemical names; the 
dosage form and strength; the route of 
administration; the identification 
numbers of all investigational new 
drug applications that are referenced 
in the application; the identification 
numbers of all drug master files and 
other applications under this part that 
are referenced in the application; and 
the drug product’s proposed indications 
for use. 

(2) A statement whether the submis-
sion is an original submission, a 
505(b)(2) application, a resubmission, or 
a supplement to an application under 
§ 314.70. 

(3) A statement whether the appli-
cant proposes to market the drug prod-
uct as a prescription or an over-the- 
counter product. 

(4) A check-list identifying what en-
closures required under this section the 
applicant is submitting. 

(5) The applicant, or the applicant’s 
attorney, agent, or other authorized of-
ficial shall sign the application. If the 
person signing the application does not 
reside or have a place of business with-
in the United States, the application is 
required to contain the name and ad-
dress of, and be countersigned by, an 
attorney, agent, or other authorized of-
ficial who resides or maintains a place 
of business within the United States. 

(b) Index. The archival copy of the 
application is required to contain a 
comprehensive index by volume num-
ber and page number to the summary 
under paragraph (c) of this section, the 
technical sections under paragraph (d) 
of this section, and the supporting in-
formation under paragraph (f) of this 
section. 

(c) Summary. (1) An application is re-
quired to contain a summary of the ap-
plication in enough detail that the 
reader may gain a good general under-
standing of the data and information in 
the application, including an under-
standing of the quantitative aspects of 
the data. The summary is not required 
for supplements under § 314.70. Re-
submissions of an application should 
contain an updated summary, as appro-
priate. The summary should discuss all 
aspects of the application, and syn-
thesize the information into a well- 
structured and unified document. The 
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