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Food and Drug Administration, HHS § 314.93 

§ 314.90 Waivers. 
(a) An applicant may ask the Food 

and Drug Administration to waive 
under this section any requirement 
that applies to the applicant under 
§§ 314.50 through 314.81. An applicant 
may ask FDA to waive under 
§ 314.126(c) any criteria of an adequate 
and well-controlled study described in 
§ 314.126(b). A waiver request under this 
section is required to be submitted 
with supporting documentation in an 
NDA, or in an amendment or supple-
ment to an NDA. The waiver request is 
required to contain one of the fol-
lowing: 

(1) An explanation why the appli-
cant’s compliance with the require-
ment is unnecessary or cannot be 
achieved; 

(2) A description of an alternative 
submission that satisfies the purpose of 
the requirement; or 

(3) Other information justifying a 
waiver. 

(b) FDA may grant a waiver if it 
finds one of the following: 

(1) The applicant’s compliance with 
the requirement is unnecessary for the 
agency to evaluate the NDA or compli-
ance cannot be achieved; 

(2) The applicant’s alternative sub-
mission satisfies the requirement; or 

(3) The applicant’s submission other-
wise justifies a waiver. 

(c) If FDA grants the applicant’s 
waiver request with respect to a re-
quirement under §§ 314.50 through 
314.81, the waived requirement will not 
constitute a basis for refusal to ap-
prove an NDA under § 314.125. 

[50 FR 7493, Feb. 22, 1985, as amended at 50 
FR 21238, May 23, 1985; 67 FR 9586, Mar. 4, 
2002; 81 FR 69649, Oct. 6, 2016] 

Subpart C—Abbreviated 
Applications 

SOURCE: 57 FR 17983, Apr. 28, 1992, unless 
otherwise noted. 

§ 314.92 Drug products for which ab-
breviated applications may be sub-
mitted. 

(a) Abbreviated applications are suit-
able for the following drug products 
within the limits set forth under 
§ 314.93: 

(1) Drug products that are the same 
as a listed drug. A ‘‘listed drug’’ is de-
fined in § 314.3. For determining the 
suitability of an abbreviated new drug 
application, the term ‘‘same as’’ means 
identical in active ingredient(s), dosage 
form, strength, route of administra-
tion, and conditions of use, except that 
conditions of use for which approval 
cannot be granted because of exclu-
sivity or an existing patent may be 
omitted. If a listed drug has been vol-
untarily withdrawn from or not offered 
for sale by its manufacturer, a person 
who wishes to submit an abbreviated 
new drug application for the drug shall 
comply with § 314.122. 

(2) [Reserved] 
(3) Drug products that have been de-

clared suitable for an abbreviated new 
drug application submission by FDA 
through the petition procedures set 
forth under § 10.30 of this chapter and 
§ 314.93. 

(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 
ANDAs for other changes from a listed 
drug will not be approved. 

(b) A person who wants to submit an 
ANDA for a drug product which is not 
identical to a listed drug in route of ad-
ministration, dosage form, and 
strength, or in which one active ingre-
dient is substituted for one of the ac-
tive ingredients in a listed combina-
tion drug, must first obtain permission 
from FDA to submit such an ANDA. 

(c) To obtain permission to submit an 
ANDA for a change described in para-
graph (b) of this section, a person must 
submit and obtain approval of a peti-
tion requesting the change. A person 
seeking permission to request such a 
change from a reference listed drug 
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