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petition for a stay of action under
§10.35 of this chapter.

§314.630 Postmarketing safety report-
ing.

Drug products approved under this
subpart are subject to the post-
marketing recordkeeping and safety
reporting requirements applicable to
all approved drug products, as provided
in §§314.80 and 314.81.

§314.640 Promotional materials.

For drug products being considered
for approval under this subpart, unless
otherwise informed by the agency, ap-
plicants must submit to the agency for
consideration during the preapproval
review period copies of all promotional
materials, including promotional label-
ing as well as advertisements, intended
for dissemination or publication within
120 days following marketing approval.
After 120 days following marketing ap-
proval, unless otherwise informed by
the agency, the applicant must submit
promotional materials at least 30 days
prior to the intended time of initial
dissemination of the labeling or initial
publication of the advertisement.

§314.650 Termination of requirements.

If FDA determines after approval
under this subpart that the require-
ments established in §§314.610(b)(2),
314.620, and 314.630 are no longer nec-
essary for the safe and effective use of
a drug product, FDA will so notify the
applicant. Ordinarily, for drug products
approved under §314.610, these require-
ments will no longer apply when FDA
determines that the postmarketing
study verifies and describes the drug
product’s clinical benefit. For drug
products approved under §314.610, the
restrictions would no longer apply
when FDA determines that safe use of
the drug product can be ensured
through appropriate labeling. FDA also
retains the discretion to remove spe-
cific postapproval requirements upon
review of a petition submitted by the
sponsor in accordance with §10.30 of
this chapter.
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§315.1 Scope.

The regulations in this part apply to
radiopharmaceuticals intended for in
vivo administration for diagnostic and
monitoring use. They do not apply to

radiopharmaceuticals intended for
therapeutic purposes. In situations
where a particular radiopharma-

ceutical is proposed for both diagnostic
and therapeutic uses, the radiopharma-
ceutical must be evaluated taking into
account each intended use.

§315.2 Definition.

For purposes of this part, diagnostic
radiopharmaceutical means:

(a) An article that is intended for use
in the diagnosis or monitoring of a dis-
ease or a manifestation of a disease in
humans and that exhibits spontaneous
disintegration of unstable nuclei with
the emission of nuclear particles or
photons; or

(b) Any nonradioactive reagent kit or
nuclide generator that is intended to
be used in the preparation of such arti-
cle as defined in paragraph (a) of this
section.

§315.3 General factors relevant to
safety and effectiveness.

FDA’s determination of the safety
and effectiveness of a diagnostic radio-
pharmaceutical includes consideration
of the following:

(a) The proposed use of the diagnostic
radiopharmaceutical in the practice of
medicine,

(b) The pharmacological and toxi-
cological activity of the diagnostic
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