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(4) The products are custom designed
and used by trained individuals knowl-
edgeable of the hazards; or

(6) The products are produced in such
a way that the requirements are inap-
propriate or unnecessary.

(b) The Director may, subject to any
conditions that the Director deems
necessary to protect the public health,
exempt manufacturers from all or part
of the record and reporting require-
ments of this part on the basis of infor-
mation submitted in accordance with
paragraph (a) of this section or such
other information which the Director
may possess if the Director determines
that such exemption is in keeping with
the purposes of the Act.

(c) The Director will provide written
notification of the reason for any de-
nial. If the exemption is granted, the
Director will provide written notifica-
tion of:

(1) The electronic product or prod-
ucts for which the exemption has been
granted;

(2) The requirements from which the
product is exempted; and

(3) Such conditions as are deemed
necessary to protect the public health
and safety. Copies of exemptions shall
be available upon request from the
Center for Devices and Radiological
Health, Office of Communication, Edu-
cation, and Radiation Programs (HFZ-
240), 9200 Corporate Blvd., Rockville,
MD 20850.

(d) The Director may, on the Direc-
tor’s own motion, exempt certain class-
es of products from the reporting re-
quirements listed in table 1 of §1002.1,
provided that the Director finds that
such exemption is in keeping with the
purposes of the act.

(e) Manufacturers of products for
which there is no applicable perform-
ance standard under parts 1020 through
1050 of this chapter and for which an
investigational device exemption has
been approved under §812.30 of this
chapter or for which a premarket ap-
proval application has been approved in
accordance with §814.44(d) of this chap-
ter are exempt from submitting all re-
ports listed in table 1 of §1002.1.

[60 FR 48387, Sept. 19, 1995, as amended at 72
FR 17401, Apr. 9, 2007]

21 CFR Ch. | (4-1-10 Edition)

§1002.51 Exemptions for manufactur-
ers of products intended for the
U.S. Government.

Upon application therefor by the
manufacturer, the Director, Center for
Devices and Radiological Health, may
exempt from the provisions of this part
a manufacturer of any electronic prod-
uct intended for use by departments or
agencies of the United States provided
such department or agency has pre-
scribed procurement specifications
governing emissions of electronic prod-
uct radiation and provided further that
such product is of a type used solely or
predominantly by departments or
agencies of the United States.

[38 FR 28625, Oct. 15, 1973, as amended at 53
FR 11254, Apr. 6, 1988]

PART 1003—NOTIFICATION OF
DEFECTS OR FAILURE TO COMPLY

Subpart A—General Provisions

Sec.

1003.1 Applicability.

1003.2 Defect in an electronic product.
1003.5 Effect of regulations on other laws.

Subpart B—Discovery of Defect or Failure
To Comply

1003.10 Discovery of defect or failure of com-
pliance by manufacturer; notice require-
ments.

1003.11 Determination by Secretary that
product fails to comply or has a defect.

Subpart C—Nofification

1003.20 Notification by the manufacturer to
the Secretary.

1003.21 Notification by the manufacturer to
affected persons.

1003.22 Copies of communications sent to
purchasers, dealers, or distributors.

Subpart D—Exemptions from Notification
Requirements

1003.30 Application for exemption from noti-
fication requirements.
1003.31 Granting the exemption.

AUTHORITY: 21 U.S.C. 360hh-360ss.

SOURCE: 38 FR 28628, Oct. 15, 1973, unless
otherwise noted.
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