§314.152

drug application whose holder sub-
mitted comments on the notice of op-
portunity for hearing shall be with-
drawn upon the issuance of a final deci-
sion concluding that the listed drug
should be withdrawn for grounds as de-
scribed in §314.150(a). The final decision
shall be in writing and shall constitute
final agency action, reviewable in a ju-
dicial proceeding.

(8) Documents in the record will be
publicly available in accordance with
§10.20(j) of this chapter. Documents
available for examination or copying
will be placed on public display in the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
room. 1-23, 12420 Parklawn Dr., Rock-
ville, MD 20857, promptly upon receipt
in that office.

(d) If the agency determines, based
upon information submitted by the
holder of an abbreviated new drug ap-
plication, that the grounds for with-
drawal of the listed drug are not appli-
cable to a drug identified in the notice
of opportunity for hearing, the final de-
cision will state that the approval of
the abbreviated new drug application
for such drug is not withdrawn.

[67 FR 17994, Apr. 28, 1992]

§314.152 Notice of withdrawal of ap-
proval of an application or abbre-
viated application for a new drug.

If the Food and Drug Administration
withdraws approval of an application
or abbreviated application for a new
drug, FDA will publish a notice in the
FEDERAL REGISTER announcing the
withdrawal of approval. If the applica-
tion or abbreviated application was
withdrawn for grounds described in
§314.150(a) or §314.151, the notice will
announce the removal of the drug from
the list of approved drugs published
under section 505(j)(6) of the act and
shall satisfy the requirement of
§314.162(b).

[67 FR 17994, Apr. 28, 1992]

§314.153 Suspension of approval of an
abbreviated new drug application.

(a) Suspension of approval. The ap-
proval of an abbreviated new drug ap-
plication approved under §314.105(d)
shall be suspended for the period stated
when:
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(1) The Secretary of the Department
of Health and Human Services, under
the imminent hazard authority of sec-
tion 505(e) of the act or the authority
of this paragraph, suspends approval of
a listed drug referred to in the abbre-
viated new drug application, for the pe-
riod of the suspension;

(2) The agency, in the notice de-
scribed in paragraph (b) of this section,
or in any subsequent written notice
given an abbreviated new drug applica-
tion holder by the agency, concludes
that the risk of continued marketing
and use of the drug is inappropriate,
pending completion of proceedings to
withdraw or suspend approval under
§314.151 or paragraph (b) of this sec-
tion; or

(3) The agency, under the procedures
set forth in paragraph (b) of this sec-
tion, issues a final decision stating the
determination that the abbreviated ap-
plication is suspended because the list-
ed drug on which the approval of the
abbreviated new drug application de-
pends has been withdrawn from sale for
reasons of safety or effectiveness or has
been suspended under paragraph (b) of
this section. The suspension will take
effect on the date stated in the decision
and will remain in effect until the
agency determines that the marketing
of the drug has resumed or that the
withdrawal is not for safety or effec-
tiveness reasons.

(b) Procedures for suspension of abbre-
viated new drug applications when a list-
ed drug is voluntarily withdrawn for safe-
ty or effectiveness reasons. (1) If a listed
drug is voluntarily withdrawn from
sale, and the agency determines that
the withdrawal from sale was for rea-
sons of safety or effectiveness, the
agency will send each holder of an ap-
proved abbreviated new drug applica-
tion that is subject to suspension as a
result of this determination a copy of
the agency’s initial decision setting
forth the reasons for the determina-
tion. The initial decision will also be
placed on file with the Dockets Man-
agement Branch (HFA-305), Food and
Drug Administration, room 1-23, 12420
Parklawn Dr., Rockville, MD 20857.

(2) Each abbreviated new drug appli-
cation holder will have 30 days from
the issuance of the initial decision to
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