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Sec. 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 notification specified in

1003.10(b) of this chapter is required to be furnished, the

manufacturer of such product shall;

(1) Without charge, bring such product into conformity with such

standard or remedy such defect and provide reimbursement for any

expenses for transportation of such product incurred 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 accordance with a plan approved by the Secretary pursuant to

1004.6.

Sec. 1004.2 Plans for the repair of electronic products.

Every plan for bringing an electronic product into conformity with

applicable Federal standards or for remedying any defect in such

product shall be submitted to the Secretary in writing, and in

addition to other relevant information which the Secretary may

require, shall include:

(a) Identification of the product involved.

(b) The approximate number of defective product units which have left

mailto:consultant@hlongmed.com


专业领先的医疗器械法规合作伙伴

临床试验 CRO/CRA/SMO/CRC 合作组织

龙德医疗器械服务集团 值得信赖的专业医疗器械行业整体解决方案服务商

专业带去价值，服务赢来美誉！

邮箱：consultant@hlongmed.com 网址：www.hlongmed.com

3

the place of manufacture.

(c) The specific modifications, alterations, changes, repairs,

corrections, or adjustments to be made to bring the product into

conformity or remedy any defect.

(d) The manner in which the operations described in paragraph (c)

will be accomplished, including the procedure for obtaining access

to, or possession of, the products and the location where such

operations will be performed.

(e) The technical data, test results or studies demonstrating the

effectiveness of the proposed remedial action.

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

completion of the operations.

(g) The system by which the manufacturer will provide reimbursement

for any transportation expenses incurred in connection with having

such product brought into conformity or having any defect remedied.

(h) The text of the statement which the manufacturer will send to

the persons specified in 1003.10(b) of this chapter informing such

persons;

(1) That the manufacturer, at his expense, will repair the electronic

product involved,

(2) Of the method by which the manufacturer will obtain access to

or possession of the product to make such repairs,

(3) That the manufacturer will reimburse such persons for any

transportation expenses incurred in connection with making such

repairs, and

(4) Of the manner in which such reimbursement will be effected.

(i) An assurance that the manufacturer will provide the Secretary

with progress reports on the effectiveness of the plan, including

the number of electronic products repaired.
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Sec. 1004.3 Plans for the replacement of electronic products.

Every plan for replacing an electronic product with a like or

equivalent product shall be submitted to the Secretary in writing,

and in addition to other relevant information which the Secretary

may require, shall include:

(a) Identification of the product to be replaced.

(b) A description of the replacement product in sufficient detail

to support the manufacturer's contention that the replacement

product is like or equivalent to the product being replaced.

(c) The approximate number of defective product units which have left

the place of manufacture.

(d) The manner in which the replacement operation will be effected

including the procedure for obtaining possession of the product to

be replaced.

(e) A time limit, reasonable, in light of the circumstances for

completion of the replacement.

(f) The steps which the manufacturer will take to insure that the

defective product will not be reintroduced into commerce, until it

complies with each applicable Federal standard and has no defect

relating to the safety of its use.

(g) The system by which the manufacturer will provide reimbursement

for any expenses for transportation of such product incurred in

connection with effecting the replacement.

(h) The text of the statement which the manufacturer will send to

the persons specified in 1003.10(b) of this chapter informing such

persons;

(1) That the manufacturer, at its expense, will replace the

electronic product involved,
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(2) Of the method by which the manufacturer will obtain possession

of the product and effect the replacement,

(3) That the manufacturer will reimburse such persons for any

transportation expenses incurred in connection with effecting such

replacement, and

(4) Of the manner in which such reimbursement will be made.

(i) An assurance that the manufacturer will provide the Secretary

with progress reports on the effectiveness of the plan, including

the number of electronic products replaced.

Sec. 1004.4 Plans for refunding the cost of electronic products.

Every plan for refunding the cost of an electronic product shall be

submitted to the Secretary in writing, and in addition to other

relevant information which the Secretary may require, shall include:

(a) Identification of the product involved.

(b) The approximate number of defective product units which have left

the place of manufacture.

(c) The manner in which the refund operation will be effected

including the procedure for obtaining possession of the product for

which the refund is to be made.

(d) The steps which the manufacturer will take to insure that the

defective products will not be reintroduced into commerce, until it

complies with each applicable Federal standard and has no defect

relating to the safety of its use.

(e) A time limit, reasonable in light of the circumstances, for

obtaining the product and making the refund.

(f) A statement that the manufacturer will refund the cost of such
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product together with the information the manufacturer has used to

determine the amount of the refund.

(g) The text of the statement which the manufacturer will send to

the persons specified in 1003.10(b) of this chapter informing such

persons;

(1) That the manufacturer, at his expense, will refund the cost of

the electronic product plus any transportation costs,

(2) Of the amount to be refunded exclusive of transportation costs,

(3) Of the method by which the manufacturer will obtain possession

of the product and make the refund.

(h) An assurance that the manufacturer will provide the Secretary

with progress reports on the effectiveness of the plan, including

the number of refunds made.

Sec. 1004.6 Approval of plans.

If, after review of any plan submitted pursuant to this subchapter,

the Secretary determines that the action to be taken by the

manufacturer will expeditiously and effectively fulfill the

manufacturer's obligation under 1004.1 in a manner designed to

encourage the public to respond to the proposal, the Secretary will

send written notice of his approval of such plan to the manufacturer.

Such approval may be conditioned upon such additional terms as the

Secretary deems necessary to protect the public health and safety.

Any person who contests denial of a plan shall have an opportunity

for a regulatory hearing before the Food and Drug Administration

pursuant to part 16 of this chapter.
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