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(b) FDA may refuse to approve an ab-
breviated application for a new drug if 
the applicant or contract research or-
ganization that conducted a bio-
availability or bioequivalence study 
described in § 320.63 of this chapter that 
is contained in the abbreviated new 
drug application refuses to permit an 
inspection of facilities or records rel-
evant to the study by a properly au-
thorized officer of employee of the De-
partment of Health and Human Serv-
ices or refuses to submit reserve sam-
ples of the drug products used in the 
study when requested by FDA. 

[57 FR 17991, Apr. 28, 1992; 57 FR 29353, July 
1, 1992, as amended at 58 FR 25927, Apr. 28, 
1993; 67 FR 77672, Dec. 19, 2002] 

§ 314.150 Withdrawal of approval of an 
application or abbreviated applica-
tion. 

(a) The Food and Drug Administra-
tion will notify the applicant, and, if 
appropriate, all other persons who 
manufacture or distribute identical, re-
lated, or similar drug products as de-
fined in §§ 310.6 and 314.151(a) of this 
chapter and for a new drug afford an 
opportunity for a hearing on a proposal 
to withdraw approval of the applica-
tion or abbreviated new drug applica-
tion under section 505(e) of the act and 
under the procedure in § 314.200, if any 
of the following apply: 

(1) The Secretary of Health and 
Human Services has suspended the ap-
proval of the application or abbre-
viated application for a new drug on a 
finding that there is an imminent haz-
ard to the public health. FDA will 
promptly afford the applicant an expe-
dited hearing following summary sus-
pension on a finding of imminent haz-
ard to health. 

(2) FDA finds: 
(i) That clinical or other experience, 

tests, or other scientific data show 
that the drug is unsafe for use under 
the conditions of use upon the basis of 
which the application or abbreviated 
application was approved; or 

(ii) That new evidence of clinical ex-
perience, not contained in the applica-
tion or not available to FDA until after 
the application or abbreviated applica-
tion was approved, or tests by new 
methods, or tests by methods not 
deemed reasonably applicable when the 

application or abbreviated application 
was approved, evaluated together with 
the evidence available when the appli-
cation or abbreviated application was 
approved, reveal that the drug is not 
shown to be safe for use under the con-
ditions of use upon the basis of which 
the application or abbreviated applica-
tion was approved; or 

(iii) Upon the basis of new informa-
tion before FDA with respect to the 
drug, evaluated together with the evi-
dence available when the application 
or abbreviated application was ap-
proved, that there is a lack of substan-
tial evidence from adequate and well- 
controlled investigations as defined in 
§ 314.126, that the drug will have the ef-
fect it is purported or represented to 
have under the conditions of use pre-
scribed, recommended, or suggested in 
its labeling; or 

(iv) That the application or abbre-
viated application contains any untrue 
statement of a material fact; or 

(v) That the patent information pre-
scribed by section 505(c) of the act was 
not submitted within 30 days after the 
receipt of written notice from FDA 
specifying the failure to submit such 
information; or 

(b) FDA may notify the applicant, 
and, if appropriate, all other persons 
who manufacture or distribute iden-
tical, related, or similar drug products 
as defined in § 310.6, and for a new drug 
afford an opportunity for a hearing on 
a proposal to withdraw approval of the 
application or abbreviated new drug 
application under section 505(e) of the 
act and under the procedure in § 314.200, 
if the agency finds: 

(1) That the applicant has failed to 
establish a system for maintaining re-
quired records, or has repeatedly or de-
liberately failed to maintain required 
records or to make required reports 
under section 505(k) or 507(g) of the act 
and § 314.80, § 314.81, or § 314.98, or that 
the applicant has refused to permit ac-
cess to, or copying or verification of, 
its records. 

(2) That on the basis of new informa-
tion before FDA, evaluated together 
with the evidence available when the 
application or abbreviated application 
was approved, the methods used in, or 
the facilities and controls used for, the 
manufacture, processing, and packing 
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of the drug are inadequate to ensure 
and preserve its identity, strength, 
quality, and purity and were not made 
adequate within a reasonable time 
after receipt of written notice from the 
agency. 

(3) That on the basis of new informa-
tion before FDA, evaluated together 
with the evidence available when the 
application or abbreviated application 
was approved, the labeling of the drug, 
based on a fair evaluation of all mate-
rial facts, is false or misleading in any 
particular, and the labeling was not 
corrected by the applicant within a 
reasonable time after receipt of writ-
ten notice from the agency. 

(4) That the applicant has failed to 
comply with the notice requirements of 
section 510(j)(2) of the act. 

(5) That the applicant has failed to 
submit bioavailability or bioequiva-
lence data required under part 320 of 
this chapter. 

(6) The application or abbreviated ap-
plication does not contain an expla-
nation of the omission of a report of 
any investigation of the drug product 
sponsored by the applicant, or an ex-
planation of the omission of other in-
formation about the drug pertinent to 
an evaluation of the application or ab-
breviated application that is received 
or otherwise obtained by the applicant 
from any source. 

(7) That any nonclinical laboratory 
study that is described in the applica-
tion or abbreviated application and 
that is essential to show that the drug 
is safe for use under the conditions pre-
scribed, recommended, or suggested in 
its labeling was not conducted in com-
pliance with the good laboratory prac-
tice regulations in part 58 of this chap-
ter and no reason for the noncompli-
ance was provided or, if it was, the dif-
ferences between the practices used in 
conducting the study and the good lab-
oratory practice regulations do not 
support the validity of the study. 

(8) Any clinical investigation involv-
ing human subjects described in the ap-
plication or abbreviated application, 
subject to the institutional review 
board regulations in part 56 of this 
chapter or informed consent regula-
tions in part 50 of this chapter, was not 
conducted in compliance with those 
regulations such that the rights or 

safety of human subjects were not ade-
quately protected. 

(9) That the applicant or contract re-
search organization that conducted a 
bioavailability or bioequivalence study 
described in § 320.38 or § 320.63 of this 
chapter that is contained in the appli-
cation or abbreviated application re-
fuses to permit an inspection of facili-
ties or records relevant to the study by 
a properly authorized officer or em-
ployee of the Department of Health and 
Human Services or refuses to submit 
reserve samples of the drug products 
used in the study when requested by 
FDA. 

(10) That the labeling for the drug 
product that is the subject of the ab-
breviated new drug application is no 
longer consistent with that for the list-
ed drug referred to in the abbreviated 
new drug application, except for dif-
ferences approved in the abbreviated 
new drug application or those dif-
ferences resulting from: 

(i) A patent on the listed drug issued 
after approval of the abbreviated new 
drug application; or 

(ii) Exclusivity accorded to the listed 
drug after approval of the abbreviated 
new drug application that do not 
render the drug product less safe or ef-
fective than the listed drug for any re-
maining, nonprotected condition(s) of 
use. 

(c) FDA will withdraw approval of an 
application or abbreviated application 
if the applicant requests its withdrawal 
because the drug subject to the appli-
cation or abbreviated application is no 
longer being marketed, provided none 
of the conditions listed in paragraphs 
(a) and (b) of this section applies to the 
drug. FDA will consider a written re-
quest for a withdrawal under this para-
graph to be a waiver of an opportunity 
for hearing otherwise provided for in 
this section. Withdrawal of approval of 
an application or abbreviated applica-
tion under this paragraph is without 
prejudice to refiling. 

(d) FDA may notify an applicant that 
it believes a potential problem associ-
ated with a drug is sufficiently serious 
that the drug should be removed from 
the market and may ask the applicant 
to waive the opportunity for hearing 
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otherwise provided for under this sec-
tion, to permit FDA to withdraw ap-
proval of the application or abbre-
viated application for the product, and 
to remove voluntarily the product from 
the market. If the applicant agrees, the 
agency will not make a finding under 
paragraph (b) of this section, but will 
withdraw approval of the application 
or abbreviated application in a notice 
published in the FEDERAL REGISTER 
that contains a brief summary of the 
agency’s and the applicant’s views of 
the reasons for withdrawal. 

[57 FR 17993, Apr. 28, 1992, as amended at 58 
FR 25927, Apr. 28, 1993; 64 FR 402, Jan. 5, 1999] 

§ 314.151 Withdrawal of approval of an 
abbreviated new drug application 
under section 505(j)(5) of the act. 

(a) Approval of an abbreviated new 
drug application approved under 
§ 314.105(d) may be withdrawn when the 
agency withdraws approval, under 
§ 314.150(a) or under this section, of the 
approved drug referred to in the abbre-
viated new drug application. If the 
agency proposed to withdraw approval 
of a listed drug under § 314.150(a), the 
holder of an approved application for 
the listed drug has a right to notice 
and opportunity for hearing. The pub-
lished notice of opportunity for hearing 
will identify all drug products approved 
under § 314.105(d) whose applications 
are subject to withdrawal under this 
section if the listed drug is withdrawn, 
and will propose to withdraw such 
drugs. Holders of approved applications 
for the identified drug products will be 
provided notice and an opportunity to 
respond to the proposed withdrawal of 
their applications as described in para-
graphs (b) and (c) of this section. 

(b)(1) The published notice of oppor-
tunity for hearing on the withdrawal of 
the listed drug will serve as notice to 
holders of identified abbreviated new 
drug applications of the grounds for 
the proposed withdrawal. 

(2) Holders of applications for drug 
products identified in the notice of op-
portunity for hearing may submit writ-
ten comments on the notice of oppor-
tunity for hearing issued on the pro-
posed withdrawal of the listed drug. If 
an abbreviated new drug application 
holder submits comments on the notice 
of opportunity for hearing and a hear-

ing is granted, the abbreviated new 
drug application holder may partici-
pate in the hearing as a nonparty par-
ticipant as provided for in § 12.89 of this 
chapter. 

(3) Except as provided in paragraphs 
(c) and (d) of this section, the approval 
of an abbreviated new drug application 
for a drug product identified in the no-
tice of opportunity for hearing on the 
withdrawal of a listed drug will be 
withdrawn when the agency has com-
pleted the withdrawal of approval of 
the listed drug. 

(c)(1) If the holder of an application 
for a drug identified in the notice of op-
portunity for hearing has submitted 
timely comments but does not have an 
opportunity to participate in a hearing 
because a hearing is not requested or is 
settled, the submitted comments will 
be considered by the agency, which will 
issue an initial decision. The initial de-
cision will respond to the comments, 
and contain the agency’s decision 
whether there are grounds to withdraw 
approval of the listed drug and of the 
abbreviated new drug applications on 
which timely comments were sub-
mitted. The initial decision will be 
sent to each abbreviated new drug ap-
plication holder that has submitted 
comments. 

(2) Abbreviated new drug application 
holders to whom the initial decision 
was sent may, within 30 days of the 
issuance of the initial decision, submit 
written objections. 

(3) The agency may, at its discretion, 
hold a limited oral hearing to resolve 
dispositive factual issues that cannot 
be resolved on the basis of written sub-
missions. 

(4) If there are no timely objections 
to the initial decision, it will become 
final at the expiration of 30 days. 

(5) If timely objections are sub-
mitted, they will be reviewed and re-
sponded to in a final decision. 

(6) The written comments received, 
the initial decision, the evidence relied 
on in the comments and in the initial 
decision, the objections to the initial 
decision, and, if a limited oral hearing 
has been held, the transcript of that 
hearing and any documents submitted 
therein, shall form the record upon 
which the agency shall make a final 
decision. 
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