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§ 314.92 Drug products for which abbreviated applications may be submitted.
(a) Abbreviated applications are suitable 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 defined 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 administration, and conditions of use, except that
conditions of use for which approval
cannot be granted because of exclusivity or an existing patent may be omitted. If a listed drug has been voluntarily withdrawn from or not offered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) Drug products that are duplicates
of, or that meet the monograph for, an
antibiotic drug for which FDA has approved an application.
(3) Drug products that have been declared 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 applications may be submitted. The list is
available from the Superintendent of
Documents, U.S. Government Printing
Office, Washington, DC 20402, 202–783–
3238.
§ 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 abbreviated 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 administration, dosage form, and strength, or in
which one active ingredient is substituted for one of the active ingredi-

ents in a listed combination drug, must
first obtain permission from FDA to
submit such an abbreviated application.
(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 requesting the change. A person seeking permission 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 additional information required by this section. 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 combination 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 petitioner shall also include information to
show that:
(1) The active ingredients of the proposed 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 administered to patients for each condition of
use in the reference listed drug’s labeling for which the applicant seeks approval.
(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 ingredient 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.
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