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(b) An applicant may ask FDA to 
waive under this section any require-
ment that applies to the applicant 
under §§ 314.92 through 314.99. The appli-
cant shall comply with the require-
ments for a waiver under § 314.90. 

Subpart D—FDA Action on Appli-
cations and Abbreviated Ap-
plications 

SOURCE: 50 FR 7493, Feb. 22, 1985, unless 
otherwise noted. Redesignated at 57 FR 17983, 
Apr. 28, 1992. 

§ 314.100 Timeframes for reviewing ap-
plications and abbreviated applica-
tions. 

(a) Within 180 days of receipt of an 
application for a new drug under sec-
tion 505(b) of the act, or of an abbre-
viated application for a new drug under 
section 505(j) of the act, FDA will re-
view it and send the applicant either 
an approval letter under § 314.105, or an 
approvable letter under § 314.110, or a 
not approvable letter under § 314.120. 
This 180-day period is called the ‘‘re-
view clock.’’ 

(b) During the review period, an ap-
plicant may withdraw an application 
under § 314.65 or an abbreviated applica-
tion under § 314.99 and later resubmit 
it. FDA will treat the resubmission as 
a new application or abbreviated appli-
cation. 

(c) The review clock may be extended 
by mutual agreement between FDA 
and an applicant or as provided in 
§§ 314.60 and 314.96, as the result of a 
major amendment. 

[57 FR 17987, Apr. 28, 1992, as amended at 64 
FR 402, Jan. 5, 1999] 

§ 314.101 Filing an application and re-
ceiving an abbreviated new drug 
application. 

(a)(1) Within 60 days after FDA re-
ceives an application, the agency will 
determine whether the application may 
be filed. The filing of an application 
means that FDA has made a threshold 
determination that the application is 
sufficiently complete to permit a sub-
stantive review. 

(2) If FDA finds that none of the rea-
sons in paragraphs (d) and (e) of this 
section for refusing to file the applica-
tion apply, the agency will file the ap-

plication and notify the applicant in 
writing. The date of filing will be the 
date 60 days after the date FDA re-
ceived the application. The date of fil-
ing begins the 180-day period described 
in section 505(c) of the act. This 180-day 
period is called the ‘‘filing clock.’’ 

(3) If FDA refuses to file the applica-
tion, the agency will notify the appli-
cant in writing and state the reason 
under paragraph (d) or (e) of this sec-
tion for the refusal. If FDA refuses to 
file the application under paragraph (d) 
of this section, the applicant may re-
quest in writing within 30 days of the 
date of the agency’s notification an in-
formal conference with the agency 
about whether the agency should file 
the application. If, following the infor-
mal conference, the applicant requests 
that FDA file the application (with or 
without amendments to correct the de-
ficiencies), the agency will file the ap-
plication over protest under paragraph 
(a)(2) of this section, notify the appli-
cant in writing, and review it as filed. 
If the application is filed over protest, 
the date of filing will be the date 60 
days after the date the applicant re-
quested the informal conference. The 
applicant need not resubmit a copy of 
an application that is filed over pro-
test. If FDA refuses to file the applica-
tion under paragraph (e) of this sec-
tion, the applicant may amend the ap-
plication and resubmit it, and the 
agency will make a determination 
under this section whether it may be 
filed. 

(b)(1) An abbreviated new drug appli-
cation will be reviewed after it is sub-
mitted to determine whether the ab-
breviated application may be received. 
Receipt of an abbreviated new drug ap-
plication means that FDA has made a 
threshold determination that the ab-
breviated application is sufficiently 
complete to permit a substantive re-
view. 

(2) If FDA finds that none of the rea-
sons in paragraphs (d) and (e) of this 
section for considering the abbreviated 
new drug application not to have been 
received applies, the agency will re-
ceive the abbreviated new drug applica-
tion and notify the applicant in writ-
ing. 

(3) If FDA considers the abbreviated 
new drug application not to have been 
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