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Regulations for Re-evaluation of Medical Device
KFDA Notification No. 2009-142
(Amended on August 24, 2009)
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Article 1 (Purpose) The purpose of these rules is to specify details about
preparation of submissions, requirements of each data, scope of exemption and
revaluation, and  criteria for implementation, etc. with regard to revaluation of
medical devices, which are deemed to be re-evaluated on their safety and efficacy
in up-to-date scientific levels, among medical devices which obtained product
approval or were notified under Articles 6 and 14 of the Medical
Act(hereafter the "Act"), as provided in Paragraph 2 of Article 9 of the Act and

Paragraph 4 of Article 11 of the Enforcement Regulations of the Act.

Device
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Article 2 (Subject of Re-evaluation) The subject of revaluation shall be Medical
Devices, which are deemed to be re-evaluated on their safety and efficacy by the
Commissioner of KFDA(hereafter the "KFDA Commissioner"), among those which
obtained item approval or were notified under Articles 6 and 14 of the Act, with
the exception of the following items:

1. Medical Devices, which are within the re-examination period under Article 8 of
the Act;

2. Medical Devices, which are withdrawn or cancelled during the re-evaluation
period; and

3. Medical Devices approved or notified for export only
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Article 3 (Selection of Subject and the Exemplification) (Dhe KFDA Commissioner
shall select a medical device subject to revaluation and exemplify it one(1) year
prior to the date of application for re-evaluation, with the exception that need for
urgent re-evaluation is recognized on safety and efficacy.
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@Despite the provision of the above Paragraph 1, for the products which are
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deemed to have low possibility that content of submissions

re-evaluation such as data of clinical trial reports, etc. may be secured in one(1)

necessary for

year, the period of exemplification may be extended by 3 years.
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Article 4 (Requirements for Submission and Tips for Preparation,

Etc) D
Requirements and tips for preparation of the data to be submitted for revaluation
shall be followed with n the "Regulations for Reviewing Technical Document, etc.
of Medical Devices , and safety data, e.g. adverse events, etc.(cases collected from

post-market stage, literature, etc.) shall be also included, certainly.
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@For foreign data, in principle, the Korean abstract that extracts main content and
the original text shall be attached, and the whole translation may be attached only
if necessary.
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(@However, if the reason is deemed proper by the KFDA Commissioner such as
there is risk to cause trouble to supply of medical devices and treatment of
patients, part of the data may not be submitted.
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Article 5 (Revaluation Method and Decision Criteria) Revaluation method and
decision criteria are as mentioned in Attached Table 1 hereto.
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Article 6 (Review and Preparation of Draft Proposal) The KFDA Commissioner
shall prepare a draft proposal for re-evaluation of a medical device subject to
re-evaluation which is comprehensively evaluated through review of the Medical
Device Committee in accordance with the Re-evaluation Method and the Decision

Criteria of Attached Table 1 hereto.
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Article 7 (Reading and Appeals, Etc.) If the Manufacturer or Importer of the
product subject to re-evaluation has any opinion for draft proposalof re-evaluation ,

when they read under Paragraph 3 of Article 11 of the Enforcement Regulations
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of the Medical Device Act (hereafter the "Enforcement Regulations™), they shall
submit
date of reading.

an opinion with attachment of data, etc. within one(1) month from closing
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Article 8 (Settlement of Re-evaluation Result) The KFDA Commissioner, with
shall
re-evaluation result after review by the Medical Device Committee by reference to

regard to the draft proposal prepared under Article 5 herein, confirm

opinions from s of the Manufacturer or Importer for the item subject to revaluation
as set forth in Article 6 herein.
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Article 9 (Public Announcement) The KFDA Commissioner shall publish  the

reviewed result of re-evaluation in the KFDA website for public announcement.
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Article 10 (Follow-up Measures) The KFDA Commissioner can take measures to
the manufacturer or importer of the product subject to re-evaluation in the following
cases according to the revaluation result of their safety and efficacy:

1. If a amendment approval
Act

A. Amendment approval within one(1) month from the date of public announcement
Articles 11 and 14

is required  under Paragraph 1 of Article 32 of the

in this case, amendment approval shall be conducted under
of the Act.

B. All products to be released after the date of amendment approval shall be
distributed with separate attachment for the content of amendment, and for products
that have already been distributed, the revaluation result shall be notified to the
medical device handling parties of the product, and then publish the re-evaluation
result t in website of the manufacturer or importer.

2. Products whose safety and efficacy are not recognized, in case that it is deemed

that use of the Medical Device may cause serious damage to or have a fatal effect
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through examination of legal or current condition after issuing this rule shall be by
August 24, 2012.
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ADDENDUM
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This notification shall take effect from the date of announcement.




