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(1) The name and mailing address of
the distributor, dealer, or purchaser to
whom the product was transferred.

(2) Identification and brand name of
the product.

(3) Model number and serial or other
identification number of the product.

(4) Date of sale, award, or lease.

(¢c) The information obtained pursu-
ant to this section shall be forwarded
immediately to the appropriate manu-
facturer of the electronic product, or
preserved as prescribed in §1002.41.

[38 FR 28625, Oct. 15, 1973, as amended at 42
FR 18063, Apr. 5, 1977; 60 FR 48386, Sept. 19,
1995]

§1002.41 Disposition of records ob-
tained by dealers and distributors.

(a) Information obtained by dealers
and distributors pursuant to §1002.40
shall immediately be forwarded to the
appropriate manufacturer unless:

(1) The dealer or distributor elects to
hold and preserve such information and
to immediately furnish it to the manu-
facturer when advised by the manufac-
turer or the Director, Center for De-
vices and Radiological Health, that
such information is required for pur-
poses of section 535 of the Act; and

(2) The dealer or distributor, upon
making the election under paragraph
(a)(1) of this section, promptly notifies
the manufacturer of such election;
such notification shall be in writing
and shall identify the dealer or dis-
tributor and the electronic product or
products for which the information is
being accumulated and preserved.

(b) Every dealer or distributor who
elects to hold and preserve information
required pursuant to §1002.40 shall pre-
serve the information for a period of 5
years from the date of the sale, award,
or lease of the product, or until the
dealer or distributor discontinues deal-
ing in, or distributing the product,
whichever is sooner. If the dealer or
distributor discontinues dealing in, or
distributing the product, such informa-
tion as obtained pursuant to §1002.40
shall be furnished at that time, or be-
fore, to the manufacturer of the prod-
uct.

[38 FR 28625, Oct. 15, 1973, as amended at 42
FR 18063, Apr. 5, 1977; 53 FR 11254, Apr. 6,
1988; 75 FR 16352, Apr. 1, 2010]

§1002.50

§1002.42 Confidentiality of records
furnished by dealers and distribu-
tors.

All information furnished to manu-
facturers by dealers and distributors
pursuant to this part shall be treated
by such manufacturers as confidential
information which may be used only as
necessary to notify persons pursuant to
section 535 of the Act.

[75 FR 16353, Apr. 1, 2010]

Subpart F—Exemptions From
Records and Reports Require-
ments

§1002.50 Special exemptions.

(a) Manufacturers of electronic prod-
ucts may submit to the Director a re-
quest, together with accompanying jus-
tification, for exemption from any re-
quirements listed in table 1 of §1002.1.
The request must specify each require-
ment from which an exemption is re-
quested. In addition to other informa-
tion that is required, the justification
must contain documented evidence
showing that the product or product
type for which the exemption is re-
quested does not pose a public health
risk and meets at least one of the fol-
lowing criteria:

(1) The products cannot emit elec-
tronic product radiation in sufficient
intensity or of such quality, under any
conditions of operation, maintenance,
service, or product failure, to be haz-
ardous;

(2) The products are produced in
small quantities;

(3) The products are used by trained
individuals and are to be used by the
same manufacturing corporation or for
research, investigation, or training.

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

(5) 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
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§1002.51

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
Food and Drug Administration, Center
for Devices and Radiological Health,
Division of Mammography Quality
Standards, 10903 New Hampshire Ave.,
Bldg. 66, Rm. 3621, Silver Spring, MD
20993-0002.

(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; 75 FR 20916, Apr. 22,
2010; 85 FR 18444, Apr. 2, 2020]

§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-

21 CFR Ch. | (4-1-25 Edition)

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—Notification

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.

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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