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§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.

[60 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 Ilimits set forth under
§314.93:

§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untarily withdrawn from or not offered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.

[67 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
ANDASs 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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§314.93

shall submit a petition in accordance
with §10.20 of this chapter and in the
format specified in §10.30 of this chap-
ter. The petition shall contain the in-
formation specified in §10.30 of this
chapter and any additional information
required by this section. If any provi-
sion 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(p) of the Federal Food,
Drug, and Cosmetic 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
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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
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 Federal
Food, Drug, and Cosmetic 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
50 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; or

(vi) A drug product is approved in an
NDA for the change described in the
petition.

(2) For purposes of this paragraph,
“investigations must be conducted”
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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 ANDA for the drug product.
FDA may, at any time during the
course of its review of an ANDA, re-
quest additional information required
to evaluate the change approved under
the petition.

(f)(1) FDA may withdraw approval of
a petition if the agency receives any
information demonstrating that the
petition no longer satisfies the condi-
tions under paragraph (e) of this sec-
tion.

(2) If, after approval of a petition and
before approval of an ANDA submitted
pursuant to the approved petition, a
drug product is approved in an NDA for
the change described in the petition,
the petition and the listed drug identi-
fied in the petition can no longer be
the basis for ANDA submission, irre-
spective of whether FDA has with-
drawn approval of the petition. A per-
son seeking approval for such drug
product must submit a new ANDA that
identifies the pharmaceutically equiva-
lent reference listed drug as the basis
for ANDA submission and comply with
applicable regulatory requirements.

[67 FR 17983, Apr. 28, 1992, as amended at 81
FR 69649, Oct. 6, 2016]

§314.94 Content and format of an
AND

ANDASs are required to be submitted
in the form and contain the informa-
tion required under this section. Three
copies of the ANDA are required, an ar-
chival copy, a review copy, and a field
copy. FDA will maintain guidance doc-
uments on the format and content of
ANDAs to assist applicants in their
preparation.

(a) ANDAs. Except as provided in
paragraph (b) of this section, the appli-
cant must submit a complete archival
copy of the abbreviated new drug appli-
cation that includes the following:

(1) Application form. The applicant
must submit a completed and signed

§314.94

application form that contains the in-
formation described under §314.50(a)(1),
(a)(3), (a)4), and (a)(b). The applicant
must state whether the submission is
an ANDA under this section or a sup-
plement to an ANDA under §314.97.

(2) Table of contents. The archival
copy of the ANDA is required to con-
tain a table of contents that shows the
volume number and page number of the
contents of the submission.

(3) Basis for ANDA submission. An
ANDA must refer to a listed drug. Ordi-
narily, that listed drug will be the drug
product selected by the Agency as the
reference standard for conducting bio-
equivalence testing. The ANDA must
contain:

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

(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)(6)(F') of the
Federal Food, Drug, and Cosmetic Act.

(iii) For an ANDA based on an ap-
proved petition under §10.30 of this
chapter and §314.93, a reference to the
FDA-assigned docket number for the
petition and a copy of FDA’s cor-
respondence approving the petition.

(4) Conditions of use. (i) A statement
that the conditions of use prescribed,
recommended, or suggested in the la-
beling proposed for the drug product
have been previously approved for the
reference listed drug.

(ii) A reference to the applicant’s an-
notated proposed labeling and to the
currently approved labeling for the ref-
erence listed drug provided under para-
graph (a)(8) of this section.

(b) Active ingredients. (i) For a single-
active-ingredient drug product, infor-
mation to show that the active ingre-
dient is the same as that of the ref-
erence single-active-ingredient listed
drug, as follows:

(A) A statement that the active in-
gredient of the proposed drug product
is the same as that of the reference
listed drug.
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