§812.1

Subpart A—General Provisions

§812.1 Scope.

(a) The purpose of this part is to en-
courage, to the extent consistent with
the protection of public health and
safety and with ethical standards, the
discovery and development of useful
devices intended for human use, and to
that end to maintain optimum freedom
for scientific investigators in their pur-
suit of this purpose. This part provides
procedures for the conduct of clinical
investigations of devices. An approved
investigational device exemption (IDE)
permits a device that otherwise would
be required to comply with a perform-
ance standard or to have premarket ap-
proval to be shipped lawfully for the
purpose of conducting investigations of
that device. An IDE approved under
§812.30 or considered approved under
§812.2(b) exempts a device from the re-
quirements of the following sections of
the Federal Food, Drug, and Cosmetic
Act (the act) and regulations issued
thereunder: Misbranding under section
502 of the act, registration, listing, and
premarket notification under section
510, performance standards under sec-
tion 514, premarket approval under sec-
tion 515, a banned device regulation
under section 516, records and reports
under section 519, restricted device re-
quirements under section 520(e), good
manufacturing practice requirements
under section 520(f) except for the re-
quirements found in §820.30, if applica-
ble (unless the sponsor states an inten-
tion to comply with these require-
ments under §812.20(b)(3) or
§812.140(b)(4)(v)) and color additive re-
quirements under section 721.

(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter | of title 21,
unless otherwise noted.
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§812.2 Applicability.

(a) General. This part applies to all
clinical investigations of devices to de-
termine safety and effectiveness, ex-
cept as provided in paragraph (c) of
this section.

(b) Abbreviated requirements. The fol-
lowing categories of investigations are
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considered to have approved applica-
tions for IDE’s, unless FDA has noti-
fied a sponsor under §812.20(a) that ap-
proval of an application is required:

(1) An investigation of a device other
than a significant risk device, if the de-
vice is not a banned device and the
sponsor:

(i) Labels the device in accordance
with §812.5;

(ii) Obtains IRB approval of the in-
vestigation after presenting the re-
viewing IRB with a brief explanation of
why the device is not a significant risk
device, and maintains such approval;

(iii) Ensures that each investigator
participating in an investigation of the
device obtains from each subject under
the investigator’s care, informed con-
sent under part 50 and documents it,
unless documentation is waived by an
IRB under §56.109(c).

(iv) Complies with the requirements
of §812.46 with respect to monitoring
investigations;

(v) Maintains the records required
under §812.140(b) (4) and (5) and makes
the reports required under §812.150(b)
(1) through (3) and (5) through (10);

(vi) Ensures that participating inves-
tigators maintain the records required
by §812.140(a)(3)(i) and make the re-
ports required under §812.150(a) (1), (2),
(5), and (7); and

(vii) Complies with the prohibitions
in §812.7 against promotion and other
practices.

(2) An investigation of a device other
than one subject to paragraph (e) of
this section, if the investigation was
begun on or before July 16, 1980, and to
be completed, and is completed, on or
before January 19, 1981.

(c) Exempted investigations. This part,
with the exception of §812.119, does not
apply to investigations of the following
categories of devices:

(1) A device, other than a transi-
tional device, in commercial distribu-
tion immediately before May 28, 1976,
when used or investigated in accord-
ance with the indications in labeling in
effect at that time.

(2) A device, other than a transi-
tional device, introduced into commer-
cial distribution on or after May 28,
1976, that FDA has determined to be
substantially equivalent to a device in
commercial distribution immediately
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