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the safety or effectiveness of the drug
or device for the new use; and

(3) Require the manufacturer to
maintain records that will identify in-
dividual recipients of the information
that is to be disseminated when such
individual records are warranted due to
special safety considerations associ-
ated with the new use.

(b) Protocols/Studies. Within 60 days
after receiving a submission under this
part, FDA shall:

(1) If the manufacturer has planned
studies that will be needed for the sub-
mission of a supplemental application
for the new use, review the manufac-
turer’s proposed protocols and schedule
for completing such studies and deter-
mine whether the proposed protocols
are adequate and whether the proposed
schedule for completing the studies is
reasonable. FDA shall notify the manu-
facturer of its determination; or

(2) If the manufacturer has completed
studies that the manufacturer believes
would be an adequate basis for the sub-
mission of a supplemental application
for the new use, conduct a review of
the protocols submitted for such stud-
ies to determine whether they are ade-
quate. FDA shall notify the manufac-
turer of its determination.

§99.303 Extension of time for com-
pleting planned studies.

(a) Upon review of a drug or device
manufacturer’s proposed protocols and
schedules for conducting studies need-
ed for the submission of a supplemental
application for a new use, FDA may,
with or without a request for an exten-
sion from the manufacturer, determine
that such studies cannot be completed
and submitted within 36 months. The
agency may exercise its discretion in
extending the time period for com-
pleting the studies and submitting a
supplemental application. Extensions
under this paragraph are not subject to
any time limit, but shall be made be-
fore the manufacturer begins the stud-
ies needed for the submission of a sup-
plemental application for the new use.

(b) The manufacturer may, after be-
ginning the studies needed for the sub-
mission of a supplemental application
for a new use, request in writing that
FDA extend the time period for con-
ducting studies needed for the submis-
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sion of a supplemental application for
a new use and submitting a supple-
mental application to FDA. FDA may
grant or deny the request or, after con-
sulting the manufacturer, grant an ex-
tension different from that requested
by the manufacturer. FDA may grant a
manufacturer’s request for an exten-
sion if FDA determines that the manu-
facturer has acted with due diligence
to conduct the studies needed for the
submission of a supplemental applica-
tion for a new use and to submit such
a supplemental application to FDA in a
timely manner and that, despite such
actions, the manufacturer needs addi-
tional time to complete the studies and
submit the supplemental application.
Extensions under this paragraph shall
not exceed 24 months.

(c) If FDA extends the time period for
completing the studies and submitting
a supplemental application under para-
graph (a) of this section after the man-
ufacturer has submitted a certification
under §99.201(a)(4)(ii)(B), or if FDA
grants a manufacturer’s request for an
extension under paragraph (b) of this
section, the manufacturer shall submit
a new certification under
§99.201(a)(4)(ii)(B) that sets forth the
timeframe within which clinical stud-
ies will be completed and a supple-
mental application will be submitted
to FDA.

§99.305 Exemption from the require-
ment to file a supplemental applica-
tion.

(a) Within 60 days after receipt of an
application for an exemption from the
requirement of a supplemental applica-
tion, FDA shall approve or deny the ap-
plication.

(1) If FDA does not act on the appli-
cation for an exemption within the 60-
day period, the application for an ex-
emption shall be deemed to be ap-
proved.

(2) If an application for an exemption
is deemed to be approved, FDA may, at
any time, terminate such approval if it
determines that the requirements for
granting an exemption have not been
met. FDA shall notify the manufac-
turer if the approval is terminated.

(b) In reviewing an application for an
exemption, FDA shall consider the ma-
terials submitted by the manufacturer
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