§812.7

“CAUTION—Investigational device.
Limited by Federal (or United States)
law to investigational use.” The label
or other labeling shall describe all rel-
evant contraindications, hazards, ad-
verse effects, interfering substances or
devices, warnings, and precautions.

(b) Prohibitions. The labeling of an in-
vestigational device shall not bear any
statement that is false or misleading in
any particular and shall not represent
that the device is safe or effective for
the purposes for which it is being in-

vestigated.
(c) Animal research. An investiga-
tional device shipped solely for re-

search on or with laboratory animals
shall bear on its label the following
statement: “CAUTION—Device for in-
vestigational use in laboratory animals
or other tests that do not involve
human subjects.”

[45 FR 3751, Jan. 18, 1980, as amended at 45
FR 58842, Sept. 5, 1980]

§812.7 Prohibition of promotion and
other practices.

A sponsor, investigator, or any per-
son acting for or on behalf of a sponsor
or investigator shall not:

(a) Promote or test market an inves-
tigational device, until after FDA has
approved the device for commercial
distribution.

(b) Commercialize an investigational
device by charging the subjects or in-
vestigators for a device a price larger
than that necessary to recover costs of
manufacture, research, development,
and handling.

(c) Unduly prolong an investigation.
If data developed by the investigation
indicate in the case of a class Ill device
that premarket approval cannot be jus-
tified or in the case of a class Il device
that it will not comply with an appli-
cable performance standard or an
amendment to that standard, the spon-
sor shall promptly terminate the inves-
tigation.

(d) Represent that an investigational
device is safe or effective for the pur-
poses for which it is being investigated.

§812.10 Waivers.

(a) Request. A sponsor may request
FDA to waive any requirement of this
part. A waiver request, with supporting
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documentation, may be submitted sep-
arately or as part of an application to
the address in §812.19.

(b) FDA action. FDA may by letter
grant a waiver of any requirement that
FDA finds is not required by the act
and is unnecessary to protect the
rights, safety, or welfare of human sub-
jects.

(c) Effect of request. Any requirement
shall continue to apply unless and
until FDA waives it.

§812.18 Import and export require-
ments.

(a) Imports. In addition to complying
with other requirements of this part, a
person who imports or offers for impor-
tation an investigational device sub-
ject to this part shall be the agent of
the foreign exporter with respect to in-
vestigations of the device and shall act
as the sponsor of the clinical investiga-
tion, or ensure that another person
acts as the agent of the foreign ex-
porter and the sponsor of the investiga-
tion.

(b) Exports. A person exporting an in-
vestigational device subject to this
part shall obtain FDA’s prior approval,
as required by section 801(e) of the act
or comply with section 802 of the act.

[45 FR 3751, Jan. 18, 1980, as amended at 62
FR 26229, May 13, 1997]

§812.19 Address for IDE correspond-
ence.

All applications, supplemental appli-
cations, reports, requests for waivers,
requests for import or export approval,
and other correspondence relating to
matters covered by this part shall be
addressed to the Center for Devices and
Radiological Health, Document Mail
Center (HFZ-401), Food and Drug Ad-
ministration, 1390 Piccard Dr., Rock-
ville, MD 20850. The outside wrapper of
each submission shall state what the
submission is, for example an ““IDE ap-
plication,” a ‘“‘supplemental IDE appli-
cation,” or ‘‘correspondence concern-
ing an IDE (or an IDE application).”

[45 FR 3751, Jan. 18, 1980, as amended at 53
FR 11252, Apr. 6, 1988; 55 FR 11169, Mar. 27,
1990]
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