Food and Drug Administration, HHS

when the agency needs to investigate
the reports further or when there is
reason to believe that the reports do
not represent actual results obtained.

(d) Withdrawal of approval. If an ap-
plicant fails to make reports required
under this section, FDA may withdraw
approval of the application and, thus,
prohibit continued marketing of the
drug product that is the subject of the
application.

(Collection of information requirements ap-
proved by the Office of Management and
Budget under control number 0910-0001)

[50 FR 7493, Feb. 22, 1985; 50 FR 14212, Apr. 11,
1985, as amended at 50 FR 21238, May 23, 1985;
55 FR 11580, Mar. 29, 1990; 57 FR 17983, Apr. 28,
1992; 63 FR 66670, Dec. 2, 1998; 64 FR 401, Jan.
5, 1999]

EFFECTIVE DATE NOTE: At 656 FR 64617, Oct.
30, 2000, §314.81 was amended by revising the
introductory text of paragraph (b)(2), by re-
vising paragraph (b)(2)(vii), and by adding
paragraphs (b)(2)(viii) and (b)(2)(ix), effective
Feb. 27, 2001. At 66 FR 10815, Feb. 20, 2001, the
effective date was delayed until Apr. 30, 2001.
For the convenience of the user, the super-
seded text is set forth as follows:

§314.81 Other postmarketing reports.

* * * * *

(b) * % %

(2) Annual report. The applicant shall sub-
mit the following information in the order
listed each year within 60 days of the anni-
versary date of approval of the application.
The applicant shall submit the report to the
FDA division responsible for reviewing the
application. Each annual report is required
to be accompanied by a completed trans-
mittal Form FDA-2252 (Transmittal of Peri-
odic Reports for Drugs for Human Use) which
may be obtained from the PHS Forms and
Publications Distribution Center, 12100 Park-
lawn Dr., Rockville, MD 20857, and is re-
quired to include all the information re-
quired under this section that the applicant
received or otherwise obtained during the
annual reporting interval which ends on the
anniversary date. The report is required to
contain the following:

* * * * *

(vii) Status reports. A statement on the cur-
rent status of any postmarketing studies
performed by, or on behalf of, the applicant.
The statement shall include whether post-
marketing clinical studies in pediatric popu-
lations were required or agreed to, and if so,
the status of these studies, e.g., to be initi-
ated, ongoing (with projected completion

§314.90

date), completed (including date), completed
and results submitted to the NDA (including
date). To facilitate communications between
FDA and the applicant, the report may, at
the applicant’s discretion, also contain a list
of any open regulatory business with FDA
concerning the drug product subject to the
application.

§314.90 Waivers.

(a) An applicant may ask the Food
and Drug Administration to waive
under this section any requirement
that applies to the applicant under
§§314.50 through 314.81. An applicant
may ask FDA to waive under
§314.126(c) any criteria of an adequate
and well-controlled study described in
§314.126(b). A waiver request under this
section is required to be submitted
with supporting documentation in an
application, or in an amendment or
supplement to an application. The
waiver request is required to contain
one of the following:

(1) An explanation why the appli-
cant’s compliance with the require-
ment is unnecessary or cannot be
achieved;

(2) A description of an alternative
submission that satisfies the purpose of
the requirement; or

(3) Other information justifying a
waiver.

(b) FDA may grant a waiver if it
finds one of the following:

(1) The applicant’s compliance with
the requirement is unnecessary for the
agency to evaluate the application or
compliance cannot be achieved;

(2) The applicant’s alternative sub-
mission satisfies the requirement; or

(3) The applicant’s submission other-
wise justifies a waiver.

(Collection of information requirements ap-
proved by the Office of Management and
Budget under control number 0910-0001)

[60 FR 7493, Feb. 22, 1985, as amended at 50
FR 21238, May 23, 1985]
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SOURCE: 57 FR 17983, Apr. 28, 1992, unless
otherwise noted.
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