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§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.

(d) Any person who contests denial of
an exemption shall have an oppor-
tunity for a regulatory hearing before
the Food and Drug Administration pur-
suant to part 16 of this chapter.

[38 FR 28628, Oct. 15, 1973, as amended at 41
FR 48269, Nov. 2, 1976; 42 FR 15676, Mar. 22,
1977; 50 FR 7518, Feb. 22, 1985]
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§1004.1 Manufacturer’s obligation to
repair, replace, or refund cost of
electronic products.

(a) If any electronic product fails to
comply with an applicable Federal
standard or has a defect and the notifi-
cation specified in §1003.10(b) of this
chapter is required to be furnished, the
manufacturer of such product shall;
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(1) Without charge, bring such prod-
uct into conformity with such standard
or remedy such defect and provide re-
imbursement for any expenses for
transportation of such product in-
curred in connection with having such
product brought into conformity or
having such defect remedied; or

(2) Replace such product with a like
or equivalent product which complies
with each applicable Federal standard
and which has no defect relating to the
safety of its use; or

(3) Make a refund of the cost of the
product to the purchaser.

(b) The manufacturer shall take the
action required by this section in ac-
cordance with a plan approved by the
Secretary pursuant to §1004.6.

§1004.2 Plans for the repair of elec-
tronic products.

Every plan for bringing an electronic
product into conformity with applica-
ble Federal standards or for remedying
any defect in such product shall be sub-
mitted to the Secretary in writing, and
in addition to other relevant informa-
tion which the Secretary may require,
shall include:

(a) Identification of the product in-
volved.

(b) The approximate number of defec-
tive product units which have left the
place of manufacture.

(c) The specific modifications, alter-
ations, changes, repairs, corrections, or
adjustments to be made to bring the
product into conformity or remedy any
defect.

(d) The manner in which the oper-
ations described in paragraph (c) will
be accomplished, including the proce-
dure for obtaining access to, or posses-
sion of, the products and the location
where such operations will be per-
formed.

(e) The technical data, test results or
studies demonstrating the effective-
ness of the proposed remedial action.

(f) A time limit, reasonable in light
of the circumstances, for completion of
the operations.

(9) The system by which the manu-
facturer will provide reimbursement
for any transportation expenses in-
curred in connection with having such
product brought into conformity or
having any defect remedied.
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