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Food and Drug Administration, HHS

refuse to approve the application under
§314.125 or abbreviated application
under §314.127 and give the applicant
written notice of an opportunity for a
hearing under §314.200 and section
505(c)(1)(B) or (j)(5)(c) of the act on the
question of whether there are grounds
for denying approval of the application
or abbreviated application under sec-
tion 505(d) or (j)(4) of the act, respec-
tively.

(c) Failure to take action. (1) An appli-
cant agrees to extend the review period
under section 505(c)(1) or (j)(5)(A) of the
act until it takes any of the actions
listed in paragraph (b) of this section.
For an application or abbreviated ap-
plication, FDA may consider an appli-
cant’s failure to take any of such ac-
tions within 1 year after issuance of a
complete response letter to be a re-
quest by the applicant to withdraw the
application, unless the applicant has
requested an extension of time in
which to resubmit the application.
FDA will grant any reasonable request
for such an extension. FDA may con-
sider an applicant’s failure to resubmit
the application within the extended
time period or to request an additional
extension to be a request by the appli-
cant to withdraw the application.

(2) If FDA considers an applicant’s
failure to take action in accordance
with paragraph (c¢)(1) of this section to
be a request to withdraw the applica-
tion, the agency will notify the appli-
cant in writing. The applicant will
have 30 days from the date of the noti-
fication to explain why the application
should not be withdrawn and to request
an extension of time in which to resub-
mit the application. FDA will grant
any reasonable request for an exten-
sion. If the applicant does not respond
to the notification within 30 days, the
application will be deemed to be with-
drawn.

[73 FR 39609, July 10, 2008]
§314.120 [Reserved]

§314.122 Submitting an abbreviated
application for, or a 505(j)(2)(C) pe-
tition that relies on, a listed drug
that is no longer marketed.

(a) An abbreviated new drug applica-
tion that refers to, or a petition under
section 505(j)(2)(C) of the act and

§314.125

§314.93 that relies on, a listed drug that
has been voluntarily withdrawn from
sale in the United States must be ac-
companied by a petition seeking a de-
termination whether the listed drug
was withdrawn for safety or effective-
ness reasons. The petition must be sub-
mitted under §§10.25(a) and 10.30 of this
chapter and must contain all evidence
available to the petitioner concerning
the reasons for the withdrawal from
sale.

(b) When a petition described in para-
graph (a) of this section is submitted,
the agency will consider the evidence
in the petition and any other evidence
before the agency, and determine
whether the listed drug is withdrawn
from sale for safety or effectiveness
reasons, in accordance with the proce-
dures in §314.161.

(c) An abbreviated new drug applica-
tion described in paragraph (a) of this
section will be disapproved, under
§314.127(a)(11), and a 505(j)(2)(C) peti-
tion described in paragraph (a) of this
section will be disapproved, under
§314.93(e)(1)(iv), unless the agency de-
termines that the withdrawal of the
listed drug was not for safety or effec-
tiveness reasons.

(d) Certain drug products approved
for safety and effectiveness that were
no longer marketed on September 24,
1984, are not included in the list. Any
person who wishes to obtain marketing
approval for such a drug product under
an abbreviated new drug application
must petition FDA for a determination
whether the drug product was with-
drawn from the market for safety or ef-
fectiveness reasons and request that
the list be amended to include the drug
product. A person seeking such a deter-
mination shall use the petition proce-
dures established in §10.30 of this chap-
ter. The petitioner shall include in the
petition information to show that the
drug product was approved for safety
and effectiveness and all evidence
available to the petitioner concerning
the reason that marketing of the drug
product ceased.

[67 FR 17990, Apr. 28, 1992; 57 FR 29353, July
1, 1992]
§314.125 Refusal to approve an NDA.

(a) The Food and Drug Administra-
tion will refuse to approve the NDA
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