Food and Drug Administration, HHS

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 Of-
fice of Compliance (HFZ-307), Center
for Devices and Radiological Health,
2098 Gaither Rd., 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]

§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

§1003.2

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]
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Subpart A—General Provisions

§1003.1 Applicability.

The provisions of this part are appli-
cable to electronic products which were
manufactured after October 18, 1968.

§1003.2 Defect in an electronic prod-
uct.

For the purpose of this part, an elec-
tronic product shall be considered to
have a defect which relates to the safe-
ty of use by reason of the emission of
electronic product radiation if:

(a) It is a product which does not uti-
lize the emission of electronic product
radiation in order to accomplish its
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§1003.5

purpose, and from which such emis-
sions are unintended, and as a result of
its design, production or assembly;

(1) It emits electronic product radi-
ation which creates a risk of injury, in-
cluding genetic injury, to any person,
or

(2) It fails to conform to its design
specifications relating to electronic ra-
diation emissions; or

(b) It is a product which utilizes elec-
tronic product radiation to accomplish
its primary purpose and from which
such emissions are intended, and as a
result of its design, production or as-
sembly it;

(1) Fails to conform to its design
specifications relating to the emission
of electronic product radiation; or

(2) Without regard to the design spec-
ifications of the product, emits elec-
tronic product radiation unnecessary
to the accomplishment of its primary
purpose which creates a risk of injury,
including genetic injury to any person;
or

(3) Fails to accomplish the intended
purpose.

§1003.5 Effect of regulations on other
laws.

The remedies provided for in this
subchapter shall be in addition to and
not in substitution for any other rem-
edies provided by law and shall not re-
lieve any person from liability at com-
mon law or under statutory law.

Subpart B—Discovery of Defect or
Failure to Comply

§1003.10 Discovery of defect or failure
of compliance by manufacturer; no-
tice requirements.

Any manufacturer who discovers
that any electronic product produced,
assembled, or imported by him, which
product has left its place of manufac-
ture, has a defect or fails to comply
with an applicable Federal standard
shall:

(a) Immediately notify the Secretary
in accordance with §1003.20, and

(b) Except as authorized by §1003.30,
furnish notification with reasonable
promptness to the following persons:

(1) The dealers or distributors to
whom such product was delivered by
the manufacturer; and
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(2) The purchaser of such product and
any subsequent transferee of such prod-
uct (where known to the manufacturer
or where the manufacturer upon rea-
sonable inquiry to dealers, distribu-
tors, or purchasers can identify the
present user).

(c) If a manufacturer is required to
notify the Secretary under paragraph
(a) of this section and also is required
to report to the Food and Drug Admin-
istration under part 803 of this chapter,
the manufacturer shall report in ac-
cordance with part 803. If a manufac-
turer is required to notify the Sec-
retary under paragraph (a) of this sec-
tion and is not required to report to
the Food and Drug Administration
under part 803, the manufacturer shall
notify the Secretary in accordance
with paragraph (a) of this section.

[38 FR 28628, Oct. 15, 1973 and 49 FR 36351,
Sept. 14, 1984]

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

(a) If, the Secretary, through testing,
inspection, research, or examination of
reports or other data, determines that
any electronic product does not comply
with an applicable Federal standard
issued pursuant to the Act or has a de-
fect, he shall immediately notify the
manufacturer of the product in writing
specifying:

(1) The defect in the product or the
manner in which the product fails to
comply with the applicable Federal
standard;

(2) The Secretary’s findings, with ref-
erences to the tests, inspections, stud-
ies, or reports upon which such find-
ings are based;

(3) A reasonable period of time during
which the manufacturer may present
his views and evidence to establish
that there is no failure of compliance
or that the alleged defect does not
exist or does not relate to safety of use
of the product by reason of the emis-
sion of electronic product radiation.

The manufacturer shall have an oppor-
tunity for a regulatory hearing before
the Food and Drug Administration pur-
suant to part 16 of this chapter.

(b) Every manufacturer who receives
a notice under paragraph (a) of this
section shall immediately advise the
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