§ 314.97

21 CFR Ch. I (4–1–10 Edition)

Amendments containing bioequivalence studies must contain reports of
all bioequivalence studies conducted by
the applicant on the same drug product
formulation, unless the information
has previously been submitted to FDA
in the abbreviated new drug application. A complete study report must be
submitted for any bioequivalence study
upon which the applicant relies for approval. For all other bioequivalence
studies conducted on the same drug
product formulation as defined in
§ 320.1(g) of this chapter, the applicant
must submit either a complete or summary report. If a summary report of a
bioequivalence study is submitted and
FDA determines that there may be bioequivalence issues or concerns with the
product, FDA may require that the applicant submit a complete report of the
bioequivalence study to FDA.
(2) Submission of an amendment containing significant data or information
before the end of the initial review
cycle constitutes an agreement between FDA and the applicant to extend
the initial review cycle only for the
time necessary to review the significant data or information and for no
more than 180 days.
(b) The applicant shall submit a field
copy
of
each
amendment
to
§ 314.94(a)(9). The applicant, other than
a foreign applicant, shall include in its
submission of each such amendment to
FDA a statement certifying that a field
copy of the amendment has been sent
to the applicant’s home FDA district
office.
[57 FR 17983, Apr. 28, 1992, as amended at 58
FR 47352, Sept. 8, 1993; 64 FR 401, Jan. 5, 1999;
73 FR 39609, July 10, 2008; 74 FR 2861, Jan. 16,
2009]
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§ 314.97 Supplements
and
other
changes to an approved abbreviated application.
The applicant shall comply with the
requirements of §§ 314.70 and 314.71 regarding the submission of supplemental applications and other changes
to an approved abbreviated application.
§ 314.98 Postmarketing reports.
(a) Except as provided in paragraph
(b) of this section, each applicant having an approved abbreviated new drug

application under § 314.94 that is effective shall comply with the requirements of § 314.80 regarding the reporting and recordkeeping of adverse drug
experiences.
(b) Each applicant shall submit one
copy of each report required under
§ 314.80 to the Central Document Room,
Center for Drug Evaluation and Research, Food and Drug Administration,
5901–B Ammendale Rd., Beltsville, MD
20705–1266.
(c) Each applicant shall make the reports required under § 314.81 and section
505(k) of the act for each of its approved abbreviated applications.
[57 FR 17983, Apr. 28, 1992, as amended at 64
FR 401, Jan. 5, 1999; 74 FR 13113, Mar. 26, 2009]

§ 314.99 Other responsibilities of an
applicant of an abbreviated application.
(a) An applicant shall comply with
the requirements of § 314.65 regarding
withdrawal by the applicant of an unapproved abbreviated application and
§ 314.72 regarding a change in ownership
of an abbreviated application.
(b) An applicant may ask FDA to
waive under this section any requirement that applies to the applicant
under §§ 314.92 through 314.99. The applicant shall comply with the requirements for a waiver under § 314.90.

Subpart D—FDA Action on Applications and Abbreviated Applications
SOURCE: 50 FR 7493, Feb. 22, 1985, unless
otherwise noted. Redesignated at 57 FR 17983,
Apr. 28, 1992.

§ 314.100 Timeframes for reviewing applications and abbreviated applications.
(a) Except as provided in paragraph
(c) of this section, within 180 days of
receipt of an application for a new drug
under section 505(b) of the act or an abbreviated application for a new drug
under section 505(j) of the act, FDA
will review it and send the applicant either an approval letter under § 314.105
or a complete response letter under
§ 314.110. This 180-day period is called
the ‘‘initial review cycle.’’
(b) At any time before approval, an
applicant may withdraw an application
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§ 314.101

under § 314.65 or an abbreviated application under § 314.99 and later submit it
again for consideration.
(c) The initial review cycle may be
adjusted by mutual agreement between
FDA and an applicant or as provided in
§§ 314.60 and 314.96, as the result of a
major amendment.
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[73 FR 39609, July 10, 2008]

§ 314.101 Filing an application and receiving an abbreviated new drug
application.
(a)(1) Within 60 days after FDA receives 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 substantive review.
(2) If FDA finds that none of the reasons in paragraphs (d) and (e) of this
section for refusing to file the application apply, the agency will file the application and notify the applicant in
writing. The date of filing will be the
date 60 days after the date FDA received the application. The date of filing 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 application, the agency will notify the applicant in writing and state the reason
under paragraph (d) or (e) of this section for the refusal. If FDA refuses to
file the application under paragraph (d)
of this section, the applicant may request in writing within 30 days of the
date of the agency’s notification an informal conference with the agency
about whether the agency should file
the application. If, following the informal conference, the applicant requests
that FDA file the application (with or
without amendments to correct the deficiencies), the agency will file the application over protest under paragraph
(a)(2) of this section, notify the applicant 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 requested the informal conference. The
applicant need not resubmit a copy of
an application that is filed over protest. If FDA refuses to file the application under paragraph (e) of this sec-

tion, the applicant may amend the application and resubmit it, and the
agency will make a determination
under this section whether it may be
filed.
(b)(1) An abbreviated new drug application will be reviewed after it is submitted to determine whether the abbreviated application may be received.
Receipt of an abbreviated new drug application means that FDA has made a
threshold determination that the abbreviated application is sufficiently
complete to permit a substantive review.
(2) If FDA finds that none of the reasons in paragraphs (d) and (e) of this
section for considering the abbreviated
new drug application not to have been
received applies, the agency will receive the abbreviated new drug application and notify the applicant in writing.
(3) If FDA considers the abbreviated
new drug application not to have been
received under paragraph (d) or (e) of
this section, FDA will notify the applicant, ordinarily by telephone. The applicant may then:
(i) Withdraw the abbreviated new
drug application under § 314.99; or
(ii) Amend the abbreviated new drug
application to correct the deficiencies;
or
(iii) Take no action, in which case
FDA will refuse to receive the abbreviated new drug application.
(c) [Reserved]
(d) FDA may refuse to file an application or may not consider an abbreviated new drug application to be received if any of the following applies:
(1) The application does not contain a
completed application form.
(2) The application is not submitted
in the form required under § 314.50 or
§ 314.94.
(3) The application or abbreviated application is incomplete because it does
not on its face contain information required under section 505(b), section
505(j), or section 507 of the act and
§ 314.50 or § 314.94.
(4) The applicant fails to submit a
complete environmental assessment,
which addresses each of the items specified in the applicable format under
§ 25.40 of this chapter or fails to provide
sufficient information to establish that
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