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(b) FDA will publish in the list listed 
drugs for which abbreviated applica-
tions may be submitted. The list is 
available from the Superintendent of 
Documents, U.S. Government Printing 
Office, Washington, DC 20402, 202–783– 
3238. 

[57 FR 17983, Apr. 28, 1992, as amended at 64 
FR 401, Jan. 5, 1999] 

§ 314.93 Petition to request a change 
from a listed drug. 

(a) The only changes from a listed 
drug for which the agency will accept a 
petition under this section are those 
changes described in paragraph (b) of 
this section. Petitions to submit abbre-
viated new drug applications for other 
changes from a listed drug will not be 
approved. 

(b) A person who wants to submit an 
abbreviated new drug application for a 
drug product which is not identical to 
a listed drug in route of administra-
tion, dosage form, and strength, or in 
which one active ingredient is sub-
stituted for one of the active ingredi-
ents in a listed combination drug, must 
first obtain permission from FDA to 
submit such an abbreviated applica-
tion. 

(c) To obtain permission to submit an 
abbreviated new drug application for a 
change described in paragraph (b) of 
this section, a person must submit and 
obtain approval of a petition request-
ing the change. A person seeking per-
mission to request such a change from 
a reference listed drug shall submit a 
petition in accordance with § 10.20 of 
this chapter and in the format specified 
in § 10.30 of this chapter. The petition 
shall contain the information specified 
in § 10.30 of this chapter and any addi-
tional information required by this sec-
tion. If any provision of § 10.20 or § 10.30 
of this chapter is inconsistent with any 
provision of this section, the provisions 
of this section apply. 

(d) The petitioner shall identify a 
listed drug and include a copy of the 
proposed labeling for the drug product 
that is the subject of the petition and 
a copy of the approved labeling for the 
listed drug. The petitioner may, under 
limited circumstances, identify more 
than one listed drug, for example, when 
the proposed drug product is a com-
bination product that differs from the 

combination reference listed drug with 
regard to an active ingredient, and the 
different active ingredient is an active 
ingredient of a listed drug. The peti-
tioner shall also include information to 
show that: 

(1) The active ingredients of the pro-
posed drug product are of the same 
pharmacological or therapeutic class 
as those of the reference listed drug. 

(2) The drug product can be expected 
to have the same therapeutic effect as 
the reference listed drug when adminis-
tered to patients for each condition of 
use in the reference listed drug’s label-
ing for which the applicant seeks ap-
proval. 

(3) If the proposed drug product is a 
combination product with one different 
active ingredient, including a different 
ester or salt, from the reference listed 
drug, that the different active ingre-
dient has previously been approved in a 
listed drug or is a drug that does not 
meet the definition of ‘‘new drug’’ in 
section 201(b) of the act. 

(e) No later than 90 days after the 
date a petition that is permitted under 
paragraph (a) of this section is sub-
mitted, FDA will approve or disapprove 
the petition. 

(1) FDA will approve a petition prop-
erly submited under this section unless 
it finds that: 

(i) Investigations must be conducted 
to show the safety and effectiveness of 
the drug product or of any of its active 
ingredients, its route of administra-
tion, dosage form, or strength which 
differs from the reference listed drug; 
or 

(ii) For a petition that seeks to 
change an active ingredient, the drug 
product that is the subject of the peti-
tion is not a combination drug; or 

(iii) For a combination drug product 
that is the subject of the petition and 
has an active ingredient different from 
the reference listed drug: 

(A) The drug product may not be ade-
quately evaluated for approval as safe 
and effective on the basis of the infor-
mation required to be submitted under 
§ 314.94; or 

(B) The petition does not contain in-
formation to show that the different 
active ingredient of the drug product is 
of the same pharmacological or thera-
peutic class as the ingredient of the 

VerDate Mar<15>2010 13:06 May 27, 2010 Jkt 220069 PO 00000 Frm 00139 Fmt 8010 Sfmt 8010 Y:\SGML\220069.XXX 220069w
w

oo
ds

2 
on

 D
S

K
1D

X
X

6B
1P

R
O

D
 w

ith
 C

F
R



130 

21 CFR Ch. I (4–1–10 Edition) § 314.94 

reference listed drug that is to be 
changed and that the drug product can 
be expected to have the same thera-
peutic effect as the reference listed 
drug when administered to patients for 
each condition of use in the listed 
drug’s labeling for which the applicant 
seeks approval; or 

(C) The different active ingredient is 
not an active ingredient in a listed 
drug or a drug that meets the require-
ments of section 201(p) of the act; or 

(D) The remaining active ingredients 
are not identical to those of the listed 
combination drug; or 

(iv) Any of the proposed changes 
from the listed drug would jeopardize 
the safe or effective use of the product 
so as to necessitate significant labeling 
changes to address the newly intro-
duced safety or effectiveness problem; 
or 

(v) FDA has determined that the ref-
erence listed drug has been withdrawn 
from sale for safety or effectiveness 
reasons under § 314.161, or the reference 
listed drug has been voluntarily with-
drawn from sale and the agency has 
not determined whether the with-
drawal is for safety or effectiveness 
reasons. 

(2) For purposes of this paragraph, 
‘‘investigations must be conducted’’ 
means that information derived from 
animal or clinical studies is necessary 
to show that the drug product is safe or 
effective. Such information may be 
contained in published or unpublished 
reports. 

(3) If FDA approves a petition sub-
mitted under this section, the agency’s 
response may describe what additional 
information, if any, will be required to 
support an abbreviated new drug appli-
cation for the drug product. FDA may, 
at any time during the course of its re-
view of an abbreviated new drug appli-
cation, request additional information 
required to evaluate the change ap-
proved under the petition. 

(f) FDA may withdraw approval of a 
petition if the agency receives any in-
formation demonstrating that the peti-
tion no longer satisfies the conditions 
under paragraph (e) of this section. 

§ 314.94 Content and format of an ab-
breviated application. 

Abbreviated applications are re-
quired to be submitted in the form and 
contain the information required under 
this section. Three copies of the appli-
cation are required, an archival copy, a 
review copy, and a field copy. FDA will 
maintain guidance documents on the 
format and content of applications to 
assist applicants in their preparation. 

(a) Abbreviated new drug applications. 
Except as provided in paragraph (b) of 
this section, the applicant shall submit 
a complete archival copy of the abbre-
viated new drug application that in-
cludes the following: 

(1) Application form. The applicant 
shall submit a completed and signed 
application form that contains the in-
formation described under § 314.50(a)(1), 
(a)(3), (a)(4), and (a)(5). The applicant 
shall state whether the submission is 
an abbreviated application under this 
section or a supplement to an abbre-
viated application under § 314.97. 

(2) Table of contents. the archival copy 
of the abbreviated new drug applica-
tion is required to contain a table of 
contents that shows the volume num-
ber and page number of the contents of 
the submission. 

(3) Basis for abbreviated new drug ap-
plication submission. An abbreviated 
new drug application must refer to a 
listed drug. Ordinarily, that listed drug 
will be the drug product selected by the 
agency as the reference standard for 
conducting bioequivalence testing. The 
application shall contain: 

(i) The name of the reference listed 
drug, including its dosage form and 
strength. For an abbreviated new drug 
application based on an approverd peti-
tion under § 10.30 of this chapter or 
§ 314.93, the reference listed drug must 
be the same as the listed drug approved 
in the petition. 

(ii) A statement as to whether, ac-
cording to the information published in 
the list, the reference listed drug is en-
titled to a period of marketing exclu-
sivity under section 505(j)(4)(D) of the 
act. 

(iii) For an abbreviated new drug ap-
plication based on an approved petition 
under § 10.30 of this chapter or § 314.93, a 
reference to FDA-assigned docket num-
ber for the petition and a copy of 
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