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Guideline on Approving Clinical Investigation Plan for Medical Device
KFDA Notification No0.2009-138
(Amended on August 24, 2009)
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Article 1(Purpose) The purpose of these regulations are to make appropriate

arrangements in taking administrative actions of protocol approval for
Medical Devices proper by specifying details about how to prepare
submissions, the scope of exemption of submissions, requirements, criteria

and procedure of approval upon application for approval or amendment
approval of the protocol for Medical Devices as provided in Paragraph 1
of Article 10 of the "Medical Device Act; and Paragraph 4 of Article 12 of the
Enforcement Regulations of the Act.
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Article 2 (Definition) D Definition of terms used herein is as follows:

1. "Pre-submission- Meeting" means a process that the party who intends to
conduct a clinical trial seeks advice from and consults with the Commissioner of
KFDA on scientific and medical feasibility of the clinical investigational plan prior

to Investigational Medical Device Application.

2. "Investigational Medical Device Application"means application for approval by
the party who intends to conduct a clinical Investigation to the Commissioner of
KFDA for the purpose of collecting safety & efficacy data of the Medical Device
for the human body.

3. "Investigator-initiated Trials"mean clinical trials that are independently performed
by the investigator without sponsor in order to investigate into safety and efficacy
of the unapproved Medical Device, or the unapproved (unreported) new efficacy
and effectiveness of the Medical Device that has already been approved (reported).

4. "Treatment Use of an Investigational Device" means use of the Investigational
Medical Device in the humanitarian aspect for the purpose of treating patients with

life-threatening serious diseases.
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5. “SFA&(Emergency Use)'ol& AMFAI A S 5937 A, 33 |5 "Emergency Use" means use of the Investigational Device upon an emergency
Aol YD E AmT7E AT UAEF 3 S wE before clinical investigational plan is approved.
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Management of Clinical Trial for Medical Device; .

A3ZAEARS FAA) O AFANIAZIEAAGA o A ZF3F= AHE = | Article 3 (Preparation of Submission) (D For the submission documents upon
Alazel 71AE A wE HE53 A5 AJdWs % % HEE | Investigational Medical Device Application, index numbers and page numbers shall
XAt ok sttt thnk, A4z GFAel  o]dte] A|EAE7F WAl Hi= | be indicated by lists and data according to the order mentioned in Article 4

WeEE A9l 1 A FARCR J45

2
o
=
kY

herein; provided that if the submission is exempted or omitted as provided in

Article 4 herein, the reason shall be mentioned in detail.

@ For foreign documents, in principle, both Korean abstract (major abstract) and
the original text shall be submitted, and the Commissioner may request submission
of the translation of the whole text only if clear interpretation of the original text

is needed.
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Article 4 (Requirements for Submission and the Scope of Exemption upon Clinical
Investigational Medical Device Application) (D The submission documents specified
in Paragraph 1 of Article 12 of the Enforcement Regulations is as mentioned
below:

1. Clinical investigational plan

Clinical investigational plan as provided in Paragraph 2 of Article 12 of the
Enforcement Regulations

2. Documents mentioned as below, which proves that the Investigational Device is

being manufactured in the facilities meeting the criteria for facilities of the
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manufacturing place as mentioned in Attached Table 2 of the Enforcement
Regulations; provided that if the Investigational Devices the product of the same
model group manufactured in the same manufacturing place, which has already
obtained product approval, submission of documents may not be required:

A. In case of manufactured products, statement of facilities and consignment
contract(only in case of consignment of part of manufacturing process or testing)
on the criteria for facilities of the manufacturing place as mentioned in Attached
Table 2 of the Enforcement Regulations; and

B. In case of imported products, documents mentioned in Item 3, Paragraph 1,
Article 18 of the Enforcement Regulations as provided in Item 10, Paragraph 1,
Article 13 of the Enforcement Regulations

3. Documents specified in the "Regulations for Reviewing Technical Document,
etc. of Medical Device, as technical documents as provided in Paragraph 2 of
Article 7 of the Enforcement Regulations provided that if the Commissioner agrees
that the Medical Device essentially identical Medical Device to the Investigational
Device has already been used in Korea and overseas and it has no specific
problem on safety and efficacy, submission of the documents mentioned in Item 2,
Paragraph 2, Article 7 of the Enforcement Regulations may not be required.

4. Approval of the Institution
An approval signed and sealed by the Chairman of the IRB of the Institution
through review of appropriateness of the clinical study
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@ Despite the above Paragraph 1, in case of application for approval of
Investigator-initiated Trials that are independently performed by the investigator
without sponsor in order to investigate into the unapproved (unreported) new
efficacy and effect of the Medical Device that has already been approved(reported)
if the Commissioner deems that there is no specific problem on safety, only Items 1

and 4 of the above Paragraph 1 may be submitted.
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Article 5 (Clinical Investigational Medical Device Amendment Application, Ete.) O
The subjects of Clinical Investigational Medical Device Amendment Application as
provided in Paragraph 1 of Article 12 of the Enforcement Regulations are as
follows:

1. If there is risk to cause a new problem on safety & efficacy due to changes in
technical characteristics such as structure and principle of mechanism, etc. of the
Investigational Device;

2. If the applicant desires to change the development plan to change or add the
purpose of use;

3. If the manufacturing place of the desired Investigational Device has changed

4. If the applicant desires to change the Institution and

5. If otherwise deemed necessary by the Commissioner
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(@ The submission documents specified in the provisional regulations of Paragraph
1 of Article 12 of the Enforcement Regulations are as follows:

1. Documents mentioned in Items 1, 3 and 4 of Paragraph 1 of Article 12 of the
Enforcement Regulations if the applicant desires to change the provision of Items 1
and 2 of Paragraph 1;

2. Documents mentioned in Itemsl and 2 of Paragraph 1 of Article 12 of the
Enforcement Regulations if the applicant desires to change the provision of Item 3
of Paragraph 1 and

3. Documents mentioned in Itemsl and 4 of Paragraph 1 of Article 12 of the
Enforcement Regulations if the applicant desires to change the provision of Items 4
and 5 of Paragraph 1
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@ Unless change in the clinical Investigational plan falls under one of the
followings, the clinical study may be conducted by obtaining approval from the
IRB of the Institution, and in this case, changes upon the status report of the
clinical study and the notice of the completion of the clinical study as provided in
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Paragraph 2 of Article 13 of the Enforcement Regulations shall be reflected. Also,
such changes shall be submitted to the Commissioner in 10 days from the date of
change.
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Article 6 (Treatment Use of an Investigational Device) D If the Investigational
Device is to be used to give a therapeutic opportunity to patients with
life-threatening serious diseases, a plan including the followings shall be submitted
and obtained the approval for use from the IRB. In this case, among the clinical
practices specified by the Commissioner, matters of protection of subject’s human
rights, review, approval and report of the IRB, etc. shall be observed:

1. The purpose of use of the Investigational Device and the grounds;

2. The selection criteria for patients

3. The instructions and the principle of operation of the Investigational Device;

4. The method of collecting safety & efficacy related documents in relation to
use of the Medical Device; and

5. The newest Investigator’s Brochure or related documents equivalent to it, at
least.
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@ The subject of approval of use as provided in the above Paragraph 1 shall
limit to one of the followings:

1. Treatment of patients with life-threatening serious diseases; and

2. Treatment of patients with diseases which can hardly be expected to have
satisfactory therapeutic effects since there is no therapy by an alternative Medical
Device or medical technology

@ Despite the provision of the above Paragraph 1, in emergency situations, which
is considered as a serious or life-threatening emergency by the physician, etc.,
Investigational Device may be available to use for emergency without prior IRB
approval in institution

@ Upon Emergency Use of the Investigational Device as provided in the above
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Paragraph 3, the following materials shall be reported to the IRB in 7 days after
use:

l. Patient’s medical record and summary of the physician’s diagnosis;

2. Written diagnosis;

3. Informed consent form; and

4. A letter of intent of supply of the developer(sponsor)
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® If the Investigational Device is used as provided in the above Paragraphs 1 and
3, the documents mentioned in the above Paragraphs 1 and 4 shall be attached
and reported to the Commissioner.
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® The physician specified in the above Paragraph 3 shall have expertise on the
disease and be ethically cultured, who shall belong to the Institution designated by

the Commissioner.
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Article 7 (Case Report, Etc.) D The party who used the Investigational Device as
provided in Article 6 herein shall document any collected information including
adverse events identified in each subject after use, therapeutic effects, follow-up
results of safety, etc. in accordance with the case report form provided by the
developer(sponsor) and promptly report to the Commissioner if any unexpected
serious adverse event and/or device abnormality is recognized in 20 days after use.
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@ Reports specified in the above Paragraph 1 may be submitted by means of telephone,
mail, fax, telecommunication network, etc.
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Article 8 (Pre-submission Meeting) (D The party who intends to obtain clinical
investigation plan approval may make a request for Pre-submission Meeting on
requirements for attached documents necessary for clinical investigation plan approval as
well as appropriateness of the clinical investigation plan by submitting documents
specified in Article 4 herein to the Commissioner.

@ The applicant shall make a request for Pre-submission Meeting in writing with
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attachment of relevant documents 40 days prior to the desired date for
Pre-submission Meeting.

@ The Commissioner shall notify the pre-submission meeting result in writing in
50 days from the requested date through discussion with specialists belonging to
the KFDA and National Institute of Food and Drug Safety Evaluation, clinical
specialists and the applicant, etc. Pre-submission about Pre-submission Meeting.

@ The Commissioner shall frequently hold face-to-face meetings the applicant
before the date of Pre-submission Meeting to obtain and review that required
documents, and if a Clinical Investigational Medical Device Application is
submitted according to the result of the face-to-face meetings, shall approve it in
30 days as long as there is no specific reason.
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Article 9 (Advice) If necessary, the Commissioner may get advice from the
Medical Device Committee on the review and Pre-consulting Meeting of Clinical
Investigational Medical Device Application.
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Article 10 (Documents Supplements, Etc.) (D If the documents included in Clinical
Investigational Medical Device Application have grounds falling under one of the
followings, the Commissioner of KFDA shall clarify necessary matters in detail
and demand supplements from the applicant:

1. The submission document does not meet the provisions of Article 4 or 5
herein; and

2. It is recognized that additional documents are specifically needed except the
above Item 1 to make appropriateness for the clinical investigation

@ Documents supplementation mentioned in the above Paragraph 1, in principle,
shall be in writing, and other cases shall follow the "KFDA Civil Affairs
Handling Guide; (KFDA Instruction). The supplementary period shall be 30 days,
and unless part or all of the material required to be supplemented during such
period is submitted, supplements may be requested in 10 days provided that if the
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the
period shall be determined in consideration of this, and in this case, the applicant
shall

applicant makes a request by clarifying a necessary period for supplements,

be able to request for extension of the period up to two times.
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@ Upon one of the followings, which is judged by the Commissioner, even

though the Commissioner reviews the documents, the Commissioner may reject
with clarification the grounds :

1. Data are not submitted in the urged period specified in the above Paragraph 2;
and

2. Appropriateness of the Protocol is not recognized because it does not satisfy the

criteria for review.
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Article 11 (Time Limit for Revision) Under the 'Regulations on Issue and
Management of Instruction and the Established Rule Etc.; (Presidential Instruction
No. 248), the time limit for that taking actions such as abolition, amendment, etc.
of this Notification will be determined through consideration of the change of legal

or current status after issuing this notification expire on August 24, 2012.

7 2] <#]2005-38%, 2005. 7.14>

ADDENDUM <No. 2005-38, July 14, 2005>

rr

of mAE wAG FRE At

This notification shall take effect from the date of notification.

52 <#)2008-69%, 2008.11. 7>

ADDENDUM <No. 2008-69, Nov. 7, 2008>
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Article 1 (Effective Date) This notification shall take effect from the date of
notification.
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Article 2 (Applicable Example) The amended regulation of Paragraph 2 of Article
10 shall also apply to Clinical Investigational Medical Device (Amendment)
Applications, which were received before this notification and are being reviewed.

& <#)2009-21%, 2009. 5. 1>

ADDENDUM <No0.2009-21, May 1, 2009>
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This notification shall take effect from the date of notification.

¥ 2 <#)2009-33%, 2009. 6. 3>

ADDENDUM <No. 2009-33, June 3, 2009>
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2 <#2009-138%, 2009. 8.24>

This notification shall take effect from the date of notification.
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ADDENDUM <No. 2009-138, August 24, 2009>

This notification shall take effect from the date of notification.




