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Regulations for Designation of Technical Document Review Organization for
Medical Device
KFDA Notification No. 2010-69
(Enacted on October 6, 2010)
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Article 1 (Purpose) The purpose of these Regulations is to specify necessary
details for designating of a medical device technical documentation review agency
as set forth in Paragraph 1 of Article 7 of the TEnforcement Regulations of the
Medical Device Act; .
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Article 2 (Definition) @ The definitions of the terms used herein are as
described below:

1. A “Medical Device Technical Document Review Agency”(hereafter “Review
Agency”) means an agency performing simplified review of the medical devices
specified by the Commissioner of KFDA (hereafter “KFDA Commissioner”™).

2. A "Reviewer” means a person who performs the review of medical device
technical documents, belonging to a Review Agency.
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@ Definitions of the terms used herein which are not separately specified herein
shall be in accordance with the TRegulations for Approval, etc. of Medical
Device, and TRegulations for Reviewing Technical Document, etc. of Medical
Devices, , as notified by the KFDA.
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Article 3 (Setup and Function of Review Committee) The KFDA Commissioner
shall organize a review committee of the Review Agency (hereafter “Review
Committee”) which belongs to the Review Agency in order to review the
followings:

1. Designation of a Review Agency and change of the designation;

2. Designation of the scope of product subject to review by the Review
Agency; and

3. Other necessary matters for performing technical document review of the
Review Agency
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Article 4 (Organization of Review Committee) (D The Review Committee shall
consist of 10 members or more and not exceeding 20, including 1 (one)
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chairperson.
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@ Members of the Review Committee shall be appointed by the KFDA

Commissioner among those who fall under one of the followings:

1. Those recommended by the head of an institution to which they belong,
who are medical device specialists in the industries, academia, research circles or
organizations which are related to medical devices ; and
2. Civil servants of grade 4 or higher who are in charge of medical
device-related duties or belong to a higher civil servant group
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@ The chairperson of the Review Committee shall be elected from among its
members.
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@ The member’s term of office shall be 2 years and members may serve
consecutive terms only once. However, the term of a member who is a civil
servant shall be his/her period of service in the position.
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Article 5 (Operation of Review Committee) (D The Review Committee shall hold
one (1) manager to handle the duties of the Review Committee, and the manager
shall become the manager of the medical device review department.
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@ A meeting of the Review Committee shall be called by the chairperson upon
request by the KFDA Commissioner, and the chairperson shall chair a meeting of
the Review Committee.
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@ Review of the Review Committee shall commence with the presence of a
majority of the current members, and resolutions of the Review Committee shall
be adopted by the affirmative vote of two thirds or more of the members
present.
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@ A member shall submit a letter of undertaking as per Attached Form No. 1
hereto to the KFDA Commissioner whenever attending a review; provided,
however, that, if a member violates the letter of undertaking , the resolution
adopted in a review meeting attended by such violating member shall be treated
as null and void.
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Regulations shall be complied with.
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the budget to members attending a review meeting of the Review Committee.
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@ Any matters not specified herein with respect to the operation of the Review
Committee shall be in accordance with the "KFDA Policy Advisory Committee
Regulations; (a KFDA order).

e lRe g 4 2d AT Yolclol B

A6 (AR AR7IF) AFFZo2FH Aoz AHL T
e

>i m

%%%

18] AL AA7Fe AGH AAEoE THE 5

[e]
BB

2 9 29 AA# 29715 APF SFAAE 75 L 44 7
3. AAITY EAL RSy A% FAEAT AT, A4 A

o . @ o

2 AZHA, 4 A% 2 nAEN Ay, 14 HEAE {4 -

st

Wy S0l U ARAE G4t §AT 2
4 ANYTE AP £AT F P Aol UHse] AASFES

gl A g 5 e AR

. d
HE 2= 5

Article 6 (Criteria for Designation of Review Agency) An institution attempting
to be designated as a Review Agency by the KFDA Commissioner shall be a
corporation meeting the following requirements (collectively, the “Review Agency
Designation Criteria”) :

1. It shall have an independent organization consisting of reviewers who satisfy
the qualification criteria of Attached Table 1;

2. It shall set up and maintain the operating system suited to the Review
Agency Operating Standards of Attached Table 2;

3. It shall prepare and maintain a procedure document regarding the quality
policy and review work, Reviewers’ responsibility and authority and interrelation
among the Reviewers, prevention of disputes, handling of customer complaints,
confidentiality of customer secrets, etc., in order to guarantee the quality of
review; and

4. 1t shall have financial ability to return a review fee to the sponsor to provide
against the case that review cannot be performed in a stable manner.
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Article 7 (Application for Designation) O A party who desires to be designated
as a Review Agency shall submit to the KFDA Commissioner an application for
Review Agency designation as per Attached Form No. 3, together with the
following documents

1. Its Articles of Association;
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2. Letter of undertaking as per Attached Form No. 3;

3. A copy of a guarantee insurance guaranteeing payment of the amount
corresponding to the expected annual average review fee;

4. Business plans for the fiscal year in which the application date falls and the
immediately following fiscal year;

5. Organization chart of the applicant

6. Document describing the summary of the duties being currently performed by
it in addition to the current technical document review (only if applicable)

7. The following materials related to review

a. Review rule including the matters Attached Table 2;

b. Quality policy and procedure document under Item 3 of Article 6; and

c. Review fee and data for calculation thereof ; and

8. Status of Reviewers and documents proving the conformance to Attached
Table 1
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@ Despite the above paragraph 1, an institution that falls under one of the
followings shall not apply for designation:

1. Institution for which one (1) year has not yet elapsed since the date when
it was decided to be un-allowed to be designated as a Review Agency; or

2. Institution that has falsely issued a notice of results of review of technical
documents, etc. for medical devices under Form Number 8 of the "Enforcement
Regulations of the Medical Device Act; .
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Article 8 (Examination for Designation) () If the KFDA Commissioner has
received an application for designation of a Review Agency, the KFDA
Commissioner may examine documents regarding the formality requirements for
an application form or submitted documents and omission of required descriptions
, and may conduct field inspection.
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@ The KFDA Commissioner shall establish a plan for field inspection under the
above paragraph 1, and notify the applicant of a field inspection plan including
the followings, at least 7 days prior to the start of the field inspection:
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application for Review Agency designation by delivering, to the Review
Committee, the application form for Review Agency designation, document
examination under the above paragraph 1 and the result of the field inspection
under the above paragraph 1.
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@ The Review Committee shall review whether not the applicant meets the
designation criteria of Article 6 herein, prepare and submit to the KFDA
Commissioner a review report as per Attached Form No. 2 hereto based on the
review result
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® If, as a result of the Review Committee’s review, the is required to be
supplemented, the KFDA Commissioner may specify a submission time line and
ask the applicant to supplement the once, and if necessary for the submitted
supplements, the KFDA Commissioner may make a request for re-examination to
the Review Committee.
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® If, as a result of the Review Committee’s review, the is unsuitable or if the
applicant has failed to submit the supplementation within the submission time line
under the above paragraph 5, the KFDA Commissioner shall notify the applicant
of the impossibility of the designation.
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Article 9 (Designation and Public Notice) ) The KFDA Commissioner shall
examine the results under Paragraphs 1 and 2 of Article 8 herein and the result
of the Review Committee’s review, and if it is deemed conformable to the
Review Agency Designation Criteria of Article 6, shall issue a Letter of Review
Agency Designation as per Attached Form No. 6 hereto (“Letter of Review
Agency Designation™).
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@ If a Review Agency is designated, the following matters shall be announced
on the KFDA website:
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1. AAHS 1. Designation No.;
2. AAL=} 2. Designation date;
3. AAZIEe B, dxA, HATERSE, &AA 3. Name, representative, corporate registration number, and location of such
4. AL FEHS Review Agency; and
4. Scope of review items.
A0ZAAIZI#R S FE7IZH) AAI# AL FE7|7He 3do = 39, | Article 10 (Valid Term of Review Agency Designation) The valid term of
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to be added to, such addition shall be valid only for the remainder of the
existing valid term.
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Article 11 (Renewal of Designation) @ If the head of a Review Agency desires
to renew designation of the Review Agency, the head shall apply for the renewal
at least 90 days prior to the expiry of the valid term.
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@ Provisions of Articles 7 through 9 above shall apply mutatis mutandis to the
renewal procedure under the above Paragraph 1
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Article 12 ( Suspension or Closure) D If the head of a Review Agency desires
to  suspend or close the business, the head shall notify a Review Agency
Closure/Suspension as per Attached Form No.7 hereto to the KFDA
Commissioner; provided, however, that , if the head desires to close the business,
the head shall return the Letter of Review Agency Designation .
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@ The KFDA Commissioner shall accept notification for suspension or closure
of a Review Agency, and make a public notice thereof immediately.
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@ Public notice under the above paragraph 2 shall include the items of
Paragraph 2 of Article 9 herein.
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Article 13 (Amendment of Designation, Etc.) (D The head of a Review Agency,
upon change in any of the matters designated by the KFDA Commissioner which
fall under the followings, shall submit, to the KFDA Commissioner, an
application as per Attached Form No. 4 hereto, with the Letter of Review
Agency Designation and supporting documentary evidence of the change, within
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30 days from the date when a reason for change occurred:

1. Representative;

2. Name of the Review Agency;

3. Location;

4. Scope of review items; and

5. Quality policy and procedure document as set forth in Item 3 of Article 6
herein.
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@ The head of a Review Agency, upon change in one of the followings, shall
submit an application as per Attached Form No. 4 hereto, together with
documentary evidence, to obtain prior approval from the KFDA Commissioner:

1. Review fee; and

2. Review rules including those described in Attached Table 2
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@ The KFDA Commissioner, if needed for the above paragraph 1 or 2, may
conduct field inspection or make a request for review to the Review Committee,
and in this case, matters regarding such field inspection or review shall be as
provided in Article 8 herein.
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@ If the application for change under the above paragraph 1 is deemed suitable,
the Letter of Review Agency Designation having such change shall be issued,
and the KFDA website shall be changed if there is a change in the matters
publicly notified therein.
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Article 14 (Time Limit of Re-examination) Under the "Regulations on lIssue and
Management of Instruction and the Established Rule Etc.,; (Presidential Instruction
No. 248), the time limit for taking measures of abolition, amendment, etc. of this
Notification through examination of legal or current condition after issuing this
notification shall be by October 5, 2013.

B 3 (2010.10.6)

ADDENDUM (October 6, 2010)
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This Notification shall take effect from the date of notification.




