Food and Drug Administration, HHS

§ 14.171

Subpart I—Advisory Committees
for Human Prescription Drugs
§ 14.160 Establishment
of
standing
technical advisory committees for
human prescription drugs.
The standing technical advisory committees for human prescription drugs
are established to advise the Commissioner:
(a) Generally on the safety and effectiveness, including the labeling and advertising, and regulatory control of the
human prescription drugs falling within the pharmacologic class covered by
the advisory committee and on the scientific standards appropriate for a determination of safety and effectiveness
in that class of drugs.
(b) Specifically on any particular
matter involving a human prescription
drug pending before FDA, including
whether the available information is
adequate to support a determination
that—
(1) A particular IND study may properly be conducted;
(2) A particular drug meets the statutory standard for proof of safety and effectiveness necessary for approval or
continued approval for marketing; or
(3) A particular drug is properly classified as a new drug, an old drug, or a
banned drug.
§ 14.171 Utilization of an advisory committee on the initiative of FDA.
(a) Any matter involving a human
prescription drug under review within
the agency may, in the discretion of
the Commissioner, be the subject of a
public hearing and continuing or periodic review by the appropriate standing technical advisory committee for
human prescription drugs. The Commissioner’s determinations on the
agenda of the committee are based
upon the priorities of the various matters pending before the agency which
fall within the pharmacologic class
covered by that committee.
(b) High priority for such hearing and
review by the appropriate standing
technical advisory committee for
human prescription drugs are given to
the following types of human prescription drugs:
(1) Investigational drugs which are
potential therapeutic advances over

currently marketed products from the
standpoint of safety or effectiveness, or
which pose significant safety hazards,
or which present narrow benefit-risk
considerations
requiring
a
close
judgmental decision on approval for
marketing, or which have a novel delivery system or formulation, or which
are the subject of major scientific or
public controversy, or which may be
subject to special regulatory requirements such as a limitation on clinical
trials, a patient followup requirement,
postmarketing Phase IV studies, distributional controls, or boxed warnings.
(2) Marketed drugs for which an important new use has been discovered or
which pose newly discovered safety
hazards, or which are the subject of
major scientific or public controversy,
or which may be subject to important
regulatory actions such as withdrawal
of approval for marketing, boxed warnings, distributional controls, or newly
required scientific studies.
(c) The committee may request the
Commissioner for an opportunity to
hold a public hearing and to review any
matter involving a human prescription
drug which falls within the pharmacologic class covered by the committee.
The Commissioner may, after consulting with the committtee on such
request, grant or deny the request in
light of the priorities of the other matters pending before the committee.
Whenever feasible, consistent with the
other work of the committee, the request will be granted.
(d) For a drug that meets any of the
criteria established in paragraph (b) of
this section, one or more members of
or consultants to the appropriate advisory committee may be selected for
more detailed monitoring of the matter and consultation with FDA on behalf of the committee. The member or
consultant may be invited to attend
appropriate meetings and shall assist
the center in any briefing of the committee on that matter.
(e) An advisory committee may obtain advice and recommendations from
other agency advisory committees,
consultants, and experts which the advisory committee and the center conclude would facilitate the work of the
advisory committee.
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