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Appendix A.— Selected Excerpts From the
Statutes Governing Drugs and Medical Devices——

Drugs

Grounds for refusing application; approval of applica-
tion; “substantial evidence” defined (21 U. S. C., sec.
355(d)).

If the Secretary finds after due notice to the appli-
cant in accordance with subsection (c) of this section
and giving him an opportunity for a hearing, in ac-
cordance with said subsection, that (1) the investiga-
tions, reports of which are required to be submitted
to the Secretary pursuant to subsection (b) of this sec-
tion, do not include adequate tests by all methods rea-
sonably applicable to show whether or not such drug
is safe for use under the conditions prescribed, recom-
mended, or suggested in the proposed labeling thereof;
(2) the results of such tests show that such drug is un-
safe for use under such conditions or do not show that
such drug is safe for use under such conditions; (3) the
methods used in, and the facilities and controls used
for, the manufacture, processing, and packing of such
drug are inadequate to preserve its identity, strength,
quality, and purity; (4) upon the basis of the infor-
mation submitted to him as part of the application,
or upon the basis of any other information before him
with respect to such drug, he has insufficient informa-
tion to determine whether such drug is safe for use
under such conditions; (5) evaluated on the basis of
the information before him with respect to such drug,
there is a lack of substantial evidence that the drug will
have the effect it purports or is represented to have
under the conditions of use prescribed, recommended,
or suggested in the proposed labeling thereof; or
(6) based on a fair evaluation of all material facts, such
labeling is false or misleading in any particular; he shall
issue an order refusing to approve the application. If,
after such notice and opportunity for hearing, the Sec-
retary finds that clauses (1) through (6) do not apply,
he shall issue an order approving the application. As
used in this subsection and subsection (e) of this sec-
tion, the term “substantial evidence” means evidence
consisting of adequate and well-controlled investiga-
tions, including clinical investigations, by experts
qualified by scientific training and experience to
evaluate the effectiveness of the drug involved, on the
basis of which it could fairly and responsibly be con-
cluded by such experts that the drug will have the ef-
fect it purports or is represented to have under the con-
ditions of use prescribed, recommended, or suggested
in the labeling or proposed labeling thereof.

Withdrawal of approval; grounds; immediate suspen-
sion upon finding imminent hazard to public health
(21 U. S. C., sec. 355(e)).

The Secretary shall, after due notice and opportuni-
ty for hearing to the applicant, withdraw approval of
an application with respect to any drug under this sec-
tion if the Secretary finds (1) that clinical or other ex-
perience, tests, or other scientific data show that such
drug is unsafe for use under the conditions of use upon
the basis of which the application was approved;
(2) that new evidence of clinical experience, not con-
tained in such application or not available to the
Secretary until after such application was approved,
or tests by new methods, or tests by methods not
deemed reasonably applicable when such application
was approved, evaluated together with the evidence
available to the Secretary when the application was
approved, shows that such drug is not shown to be
safe for use under the conditions of use upon the basis
of which the application was approved; or (3) on the
basis of new information before him with respect to
such drug, evaluated together with the evidence avail-
able to him when the application was approved, that
there is a lack of substantial evidence that the drug will
have the effect it purports or is represented to have
under the conditions of use prescribed, recommend-
ed, or suggested in the labeling thereof; or (4) that the
application contains any untrue statement of a material
fact: Provided, That if the Secretary (or in his absence
the officer acting as Secretary) finds that there is an
imminent hazard to the public health, he may suspend
the approval of such application immediately, and give
the applicant prompt notice of his action and afford
the applicant the opportunity for an expedited hear-
ing under this subsection; but the authority conferred
by this proviso to suspend the approval of an applica-
tion shall not be delegated. The Secretary may also,
after due notice and opportunity for hearing to the ap-
plicant, withdraw the approval of an application with
respect to any drug under this section if the Secretary
finds (1) that the applicant has failed to establish a
system for maintaining required records, or has re-
peatedly or deliberately failed to maintain such records
or to make required reports, in accordance- with a
regulation or order under subsection ( j ) of this section
or to comply with the notice requirements of section
360(j)(2) of this title, or the applicant has refused to
permit access to, or copying or verification of, such
records as required by paragraph (2) of such subsec-
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tion; or (2) that on the basis of new information before
him, evaluated together with the evidence before him
when the application was approved, the methods used
in, or the facilities and controls used for, the manufac-
ture, processing, and packing of such drug are inade-
quate to assure and preserve its identity, strength,
quality, and purity and were not made adequate with-
in a reasonable time after receipt of written notice from
the Secretary specifying the matter complained of; or
(3) that on the basis of new information before him,
evaluated together with the evidence before him when
the application was approved, the labeling of such
drug, based on a fair evaluation of all material facts,
is false or misleading in any particular and was not
corrected within a reasonable time after receipt of writ-
ten notice from the Secretary specifying the matter
complained of. Any order under this subsection shall
state the findings upon which it is based.

Devices

Restricted devices (21 U. S. C., sec. 360j(e)).
The Secretary may by regulation require that a

device be restricted to sale, distribution, or use—
(A) only upon the written or oral authorization of

a practitioner licensed by law to administer or use such
devices, or

(B) upon such other conditions as the Secretary may

prescribe in such regulation, if, because of its poten-
tiality for harmful effect or the collateral measures nec-
essary to its use, the Secretary determines that there
cannot otherwise be reasonable assurance of its safe-
ty and effectiveness. No condition prescribed under
subparagraph (B) may restrict the use of a device to
persons with specific training or experience in its use
or to persons for use in certain facilities unless the
Secretary determines that such a restriction is required
for the safe and effective use of the device. No such
condition may exclude a person from using a device
solely because the person does not have the training
or experience to make him eligible for certification by
a certifying board recognized by the American Board
of Medical Specialties or has not been certified by such
a Board. A device subject to a regulation under this
subsection is a restricted device.

Withdrawal of approval of application for premarket
approval (21 U. S. C., sec. 360e(e)).

The Secretary shall, upon obtaining, where ap-
propriate, advice on scientific matters from a panel or
panels under section 360c of this title, and after due

notice and opportunity for informal hearing to the
holder of an approved application for a device, issue
an order withdrawing approval of the application if
the Secretary finds—

(A) that such device is unsafe or ineffective under

the conditions of use prescribed, recommended, or sug-
gested in the labeling thereof;

(B) on the basis of new information before him with
respect to such device, evaluated together with the
evidence available to him when the application was
approved, that there is a lack of a showing of reason-
able assurance that the device is safe or effective under
the conditions of use prescribed, recommended, or sug-
gested in the labeling thereof;

(C) that the application contained or was accom-
panied by an untrue statement of a material fact;

(D) that the application (i) has failed to establish a
system for maintaining records, or has repeatedly or
deliberatel y failed to maintain records or to make
reports, required by an applicable regulation under
section 360i(a) of this title, (ii) has refused to permit
access to, or copying or verification of, such records
as required by section 374 of this title, or (iii) has not
complied with the requirements of section 360 of this
title;

(E) on the basis of new information before him with
respect to such device, evaluated together with the
evidence before him when the application was ap-
proved, that the methods used in, or the facilities and
controls used for, the manufacture, processing, pack-
ing, or installation of such device do not conform with
the requirements of section 360j(f) of this title and were
not brought into conformity with such requirements
within a reasonable time after receipt of written notice
from the Secretary of nonconformity;

(F) on the basis of new information before him, eval-
uated together with the evidence before him when the
application was approved, that the labeling of such
device, based on a fair evaluation of all material facts,
is false or misleading in any particular and was not
corrected within a reasonable time after receipt of writ-
ten notice from the Secretary of such fact; or

(G) on the basis of new information before him,
evaluated together with the evidence before him when
the application was approved, that such device is not
shown to conform in all respects to a performance
standard which is in effect under section 360d of this
title compliance with which was a condition of ap-
proval of the application and that there is a lack of
adequate information to justify the deviation from
such standard.


