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after 4 years if it contains a certifi-
cation of patent invalidity or non-
infringement described in 
§ 314.50(i)(1)(i)(A)(4) or 
§ 314.94(a)(12)(i)(A)(4). 

(3) The approval of a 505(b)(2) applica-
tion or ANDA described in paragraph 
(b)(2) of this section will occur as pro-
vided in § 314.107(b)(1) or (2), unless the 
owner of a patent that claims the drug, 
the patent owner’s representative, or 
exclusive licensee brings suit for pat-
ent infringement against the applicant 
during the 1-year period beginning 48 
months after the date of approval of 
the NDA for the new chemical entity 
and within 45 days after receipt of the 
notice described at § 314.52 or § 314.95, in 
which case, approval of the 505(b)(2) ap-
plication or ANDA will occur as pro-
vided in § 314.107(b)(3). 

(4) If an NDA: 
(i) Was submitted under section 

505(b) of the Federal Food, Drug, and 
Cosmetic Act; 

(ii) Was approved after September 24, 
1984; 

(iii) Was for a drug product that con-
tains an active moiety that has been 
previously approved in another NDA 
under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act; and 

(iv) Contained reports of new clinical 
investigations (other than bio-
availability studies) conducted or spon-
sored by the applicant that were essen-
tial to approval of the application, for 
a period of 3 years after the date of ap-
proval of the application, the Agency 
will not approve a 505(b)(2) application 
or an ANDA for the conditions of ap-
proval of the NDA, or an ANDA sub-
mitted pursuant to an approved peti-
tion under section 505(j)(2)(C) of the 
Federal Food, Drug, and Cosmetic Act 
that relies on the information sup-
porting the conditions of approval of 
an original NDA. 

(5) If a supplemental NDA: 
(i) Was approved after September 24, 

1984; and 
(ii) Contained reports of new clinical 

investigations (other than bio-
availability studies) that were con-
ducted or sponsored by the applicant 
that were essential to approval of the 
supplemental NDA, for a period of 3 
years after the date of approval of the 
supplemental application, the Agency 

will not approve a 505(b)(2) application 
or an ANDA for a change, or an ANDA 
submitted pursuant to an approved pe-
tition under section 505(j)(2)(C) of the 
Federal Food, Drug, and Cosmetic Act 
that relies on the information sup-
porting a change approved in the sup-
plemental NDA. 

[59 FR 50368, Oct. 3, 1994, as amended at 81 FR 
69657, Oct. 6, 2016] 

§ 314.110 Complete response letter to 
the applicant. 

(a) Complete response letter. FDA will 
send the applicant a complete response 
letter if the agency determines that we 
will not approve the application or ab-
breviated application in its present 
form for one or more of the reasons 
given in § 314.125 or § 314.127, respec-
tively. 

(1) Description of specific deficiencies. A 
complete response letter will describe 
all of the specific deficiencies that the 
agency has identified in an application 
or abbreviated application, except as 
stated in paragraph (a)(3) of this sec-
tion. 

(2) Complete review of data. A com-
plete response letter reflects FDA’s 
complete review of the data submitted 
in an original application or abbre-
viated application (or, where appro-
priate, a resubmission) and any amend-
ments that the agency has reviewed. 
The complete response letter will iden-
tify any amendments that the agency 
has not yet reviewed. 

(3) Inadequate data. If FDA deter-
mines, after an application is filed or 
an abbreviated application is received, 
that the data submitted are inadequate 
to support approval, the agency might 
issue a complete response letter with-
out first conducting required inspec-
tions and/or reviewing proposed prod-
uct labeling. 

(4) Recommendation of actions for ap-
proval. When possible, a complete re-
sponse letter will recommend actions 
that the applicant might take to place 
the application or abbreviated applica-
tion in condition for approval. 

(b) Applicant actions. After receiving 
a complete response letter, the appli-
cant must take one of following ac-
tions: 
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(1) Resubmission. Resubmit the appli-
cation or abbreviated application, ad-
dressing all deficiencies identified in 
the complete response letter. 

(i) A resubmission of an application 
or efficacy supplement that FDA clas-
sifies as a Class 1 resubmission con-
stitutes an agreement by the applicant 
to start a new 2-month review cycle be-
ginning on the date FDA receives the 
resubmission. 

(ii) A resubmission of an application 
or efficacy supplement that FDA clas-
sifies as a Class 2 resubmission con-
stitutes an agreement by the applicant 
to start a new 6-month review cycle be-
ginning on the date FDA receives the 
resubmission. 

(iii) A resubmission of an NDA sup-
plement other than an efficacy supple-
ment constitutes an agreement by the 
applicant to start a new review cycle 
the same length as the initial review 
cycle for the supplement (excluding 
any extension due to a major amend-
ment of the initial supplement), begin-
ning on the date FDA receives the re-
submission. 

(iv) A major resubmission of an ab-
breviated application constitutes an 
agreement by the applicant to start a 
new 6-month review cycle beginning on 
the date FDA receives the resubmis-
sion. 

(v) A minor resubmission of an abbre-
viated application constitutes an 
agreement by the applicant to start a 
new review cycle beginning on the date 
FDA receives the resubmission. 

(2) Withdrawal. Withdraw the applica-
tion or abbreviated application. A deci-
sion to withdraw an application or ab-
breviated application is without preju-
dice to a subsequent submission. 

(3) Request opportunity for hearing. 
Ask the agency to provide the appli-
cant an opportunity for a hearing on 
the question of whether there are 
grounds for denying approval of the ap-
plication or abbreviated application 
under section 505(d) or (j)(4) of the act, 
respectively. The applicant must sub-
mit the request to the Associate Direc-
tor for Policy, Center for Drug Evalua-
tion and Research, Food and Drug Ad-
ministration, 10903 New Hampshire 
Ave., Silver Spring, MD 20993. Within 
60 days of the date of the request for an 
opportunity for a hearing, or within a 

different time period to which FDA and 
the applicant agree, the agency will ei-
ther approve the application or abbre-
viated application under § 314.105, or 
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] 
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