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(1) By certified mail to purchasers of 
the product and to subsequent trans-
ferees. 

(2) By certified mail or other more 
expeditious means to dealers and dis-
tributors. 

(d) Where products were sold under a 
name other than that of the manufac-
turer of the product, the name of the 
individual or company under whose 
name the product was sold may be used 
in the notification required by this sec-
tion.

§ 1003.22 Copies of communications 
sent to purchasers, dealers or dis-
tributors. 

(a) Every manufacturer of electronic 
products shall furnish to the Secretary 
a copy of all notices, bulletins, or other 
communications sent to the dealers or 
distributors of such manufacturers or 
to purchasers (or subsequent trans-
ferees) of electronic products of such 
manufacturer regarding any defect in 
such product or any failure of such 
product to comply with an applicable 
Federal standard. 

(b) In the event the Secretary deems 
the content of such notices to be insuf-
ficient to protect the public health and 
safety, the Secretary may require addi-
tional notice to such recipients, or may 
elect to make or cause to be made such 
notification by whatever means he 
deems appropriate.

Subpart D—Exemptions From 
Notification Requirements

§ 1003.30 Application for exemption 
from notification requirements. 

(a) A manufacturer may at the time 
of giving the written confirmation re-
quired by § 1003.20 or within 15 days of 
the receipt of any notice from the Sec-
retary pursuant to § 1003.11(a), apply for 
an exemption from the requirement of 
notice to the persons specified in 
§ 1003.10(b). 

(b) The application for exemption 
shall contain the information required 
by § 1003.20 and in addition shall set 
forth in detail the grounds upon which 
the exemption is sought.

§ 1003.31 Granting the exemption. 
(a) If, in the judgment of the Sec-

retary, the application filed pursuant 

to § 1003.30 states reasonable grounds 
for an exemption from the requirement 
of notice, the Secretary shall give the 
manufacturer written notice specifying 
a reasonable period of time during 
which he may present his views and 
evidence in support of the application. 

(b) Such views and evidence shall be 
confined to matters relevant to wheth-
er the defect in the product or its fail-
ure to comply with an applicable Fed-
eral standard is such as to create a sig-
nificant risk of injury, including ge-
netic injury, to any person and shall be 
presented in writing unless the Sec-
retary determines that an oral presen-
tation is desirable. Where such evi-
dence includes nonclinical laboratory 
studies, the data submitted shall in-
clude, with respect to each such study, 
either a statement that the study was 
conducted in compliance with the re-
quirements set forth in part 58 of this 
chapter, or, if the study was not con-
ducted in compliance with such regula-
tions, a brief statement of the reason 
for the noncompliance. When such evi-
dence includes clinical investigations 
involving human subjects, the data 
submitted shall include, with respect 
to each clinical investigation either a 
statement that each investigation was 
conducted in compliance with the re-
quirements set forth in part 56 of this 
chapter, or a statement that the inves-
tigation is not subject to such require-
ments in accordance with § 56.104 or 
§ 56.105, and a statement that each in-
vestigation was conducted in compli-
ance with the requirements set forth in 
part 50 of this chapter. 

(c) If, during the period of time af-
forded the manufacturer to present his 
views and evidence, the manufacturer 
proves to the Secretary’s satisfaction 
that the defect or failure to comply 
does not create a significant risk of in-
jury, including genetic injury, to any 
person, the Secretary shall issue an ex-
emption from the requirement of noti-
fication to the manufacturer and shall 
notify the manufacturer in writing 
specifying: 

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

(2) Such conditions as the Secretary 
deems necessary to protect the public 
health and safety. 
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