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(13

(b) In conducting a review of a television advertisement under this section, the
Secretary may make recommendations with respect to information included
in the label of the drug—

(1) on changes that are— (A) necessary to protect the consumer good and
well-being; or (B) consistent with prescribing information for the
product under review; and

(2) if appropriate and if information exists, on statements for inclusion in
the advertisement to address the specific efficacy of the drug as it relates
to specific population groups, including elderly populations, children,
and racial and ethnic minorities.

(c) Except as provided by subsection (e), this section does not authorize the

Secretary to make or direct changes in any material submitted pursuant to
subsection (a).

(e) (1) In conducting a review of a television advertisement under this section,
if the Secretary determines that the advertisement would be false or
misleading without a specific disclosure about a serious risk listed in the

labeling of the drug involved, the Secretary may require inclusion of such
disclosure in the advertisement....”
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