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[Attached Tables]

Types, Purposes and Keeping Places of Essential Documents
(Related to Paragraph 1 of Article 26 and Article 43)

I . Summary

Essential Documents for Clinical Trial (hereafter "Essential Documents") mean documents enabling
individual or general evaluation the performance of the Clinical Trial and the quality of the data
resulting therefrom. These documents play a role of demonstrating that the Investigator, Sponsor,
and Monitor complied with Article 13 of the Enforcement Regulations of the Medical Device Act
and these Standards.

The Essential Documents play the following critical roles:
First, the Essential Documents are very helpful for the PI, Sponsor and Monitor to successfully
manage the Clinical Trial by enabling the Investigator/Institution, and Sponsor to properly arrange
and keep the Essential Documents.
Second, the Essential Documents are reviewed in the monitoring independently performed by the
Sponsor and in the Inspection conducted by the KFDA Commissioner to ensure that the Clinical

Trial has been properly performed and the collected data is accurate.

Based on the stage of the Clinical Trial, these Essential Documents are divided into those before
the Clinical Trial, those during the Clinical Trial or those after completion or termination of the
Clinical Trial. Sections II through IVbelow describe the purpose of each of the Essential
Documents and where the documents should be kept and arranged by either Investigator/Institution
or Sponsor, or both of them, and it is possible to combine the documents, provided that the

individual documents are easily identifiable.

The files of Essential Documents, which can arrange and keep the Essential Documents
beforehand, shall be arranged by the Investigator/Institution and Sponsor prior to the Clinical Trial.
Prior to completion of the Clinical Trial, the Monitor shall examine the Essential Documents of the

Investigator/Institution and Sponsor, and ensure that these are properly arranged and kept.

The Essential Documents shall be provided for the Sponsor’s monitoring and the Commissioner’s

Inspection.



IT. Types, purposes and keeping places of the Essential Documents that are required to be secured

prior to the Clinical Trial are as follows:

Keeping place
No. Title of Document Purpose Institution
Sponsor
/ PI
Investigator’s Brochure To document the fact that up-to-date
! scientific information regarding the v v
Investigational ~ Device has  been
provided to the Investigator
Approved  Protocol  (Protocol | To confirm that the Investigator and
Amendment),Case Record Form | Sponsor agreed to the Protocol
2 (Protocol Amendment) and the Case v v
Record Form (CRF), and that they
have been approved
Information to be provided to To document Subject’s consent
Subjects To document the fact that the Subject v
3 e Informed Consent Form and consented while he/she was provided :: v
Subject Information Letter with sufficient information regarding
*Other documented information the Clinical Trial
Matters regarding finance of the | To document the fact that matters
Clinical Trial such as Contract, | regarding the finance of the Clinical
4 | etc. Trial have been agreed among the v v
Sponsor, PI, and the head of the
Institution
Matters regarding compensation | To document the fact that damage to
5 | to Subjects (including Clinical | the Subject arising out of the Clinical v v
Trial insurance, if necessary) Trial has been compensated for
Agreement signed by the | To document agreements between the
following parties involved in the | parties involved in the Clinical Trial
Clinical Trial v v
6 e Pl/head of the Institution, and v v
Sponsor
* Others




Keeping place

No. Title of Document Purpose Institution
Sponsor
/ PI
Dated  approval notice or | To document the fact that the
opinion letter of the IRB on the | Clinical Trial has been examined and
following matters: approved by the IRB of the
. Protocol (Protocol | Institution, and  to  confirm  the
Amendment) amendment number and date of these
» Case Record Form documents
7 | *» Informed Consent Form and v v
Subject Information Letter
* Other documented information
to be provided to Subjects
* Matters regarding
compensation to Subjects
* Others
Matters regarding organization To document the fact that the IRB v
p of the IRB has been organized as set forth herein v af
necessary)
Protocol Approval Notice of the | To document the fact that the
9 | Commissioner Commissioner has  approved the v v
performance of the Clinical Trial
CVproving the qualifications of | To document the fact that the
the Investigator and other Investigator is capable of performing
10 relevant documents the Clinical Trial, with qualifications v v
and experiences in taking proper
measures against Subject’s medical
problem
The normal scope of relevant To document the normal scope of
11 | tests including laboratory tests these tests v v
included in the Protocol
The following matters on To confirm that the laboratory etc.
relevant tests including are compatible to perform required
laboratory tests included in the | tests, and secure reliability of
Protocol subsequent results
*Certificates or  notes  of
12 authentication v v
* Results of internal/external
quality control evaluation
*Other results of identification
of appropriateness, if necessary




Title of Document

Keeping place

No. Purpose Institution
Sponsor
/ PI
Sample of labeling attached to | To document the fact that the
the container and packing of | labeling complies with the Applicable
13 the Investigational Device Regulatory Requirements and that v
information regarding use of the
Medical Device to be provided to
Subjects is proper
Guidelines for handling of the | To document the guidelines required
Investigational Device and other | for storage, packing, provision, and
14 | supplies (those not included in | return of the Investigational Device v v
the Protocol or Investigator’s | and other supplies
Brochure)
Records on delivery/transport of | To document the delivery/transport
the Investigational Device and | date, manufacturing no., transport
15 | other supplies used method, etc. of the Investigational v v
Device and other supplies, enabling to
track such records
The standard specifications for | To document the shape, performance
16 the Investigational Device | and structure of the Investigational v
delivered/transported, and self | Device
quality control test report
Monitoring Report Prior to the | To document the fact that the
17 | Clinical Trial Institution is suitable for performing 4
the Clinical Trial
Clinical Triall nitiation | To document the fact that the
Monitoring Report Principal Investigator and the
18 v 4

Subinvestigator have examined all the
procedures regarding the Clinical Trial




IIl. In addition to the Essential Documents of the Section Ilabove, the types, purposes and

keeping places of the Essential Documents that are required to be secured during the

Clinical Trial are as follows:

Keeping place

No. Title of Document Purpose Institution
Sponsor
/ PI
Investigator’s Brochure with the | To document the fact that the newest
Newest Content Added scientific  information regarding the
1 Investigational Device as gained during v v
the Clinical Trial has been timely
provided to Investigators
Copies of  the following | To document the fact that relevant
documents as modified: documents likely to influence the
« Protocol Amendment or Case | Clinical ~Trial have been properly
Record Form modified
2 4 v
* Informed Consent Form and
Subject Information Letter
* Other documented information
to be provided to Subjects
Dated  approval notice or | To document the fact that these
opinion letter of the IRB on the | documents amended or modified have
following matters: been examined and approved by the
e Protocol Amendment IRB of the Institution, and identify the
. Modified copies of Informed amendment numbers and dates of these
Consent Form, Subject documents
3 Information Letter, and other v v
existing documented information
to be provided to Subjects
* Other documents provided
» Continuous examination of the
progress of the Clinical Trial
(only when it was executed)
Protocol Amendment Approval | To document the fact the KFDA
4 Notice of the KFDA | Commissioner approved the matters v v
Commissioner regarding modification of the Clinical
Trial
CV proving the qualifications of | To document the fact that the
the Investigator newly | Investigator can perform the Clinical
5 participating in the Clinical | Trial and has qualifications and v v
Trial, and  other  relevant | experiences capable of taking a proper
documents measure  against  Subject’s  medical
problem




Keeping place

No. Title of Document Purpose Institution
Sponsor
/ PI
Correction of the normal scope | To document the modified normal
6 of relevant tests including | scope of these tests v v
laboratory tests included in the
Protocol
The following matters on | To document the fact that the
modification of relevant tests | laboratory tests, etc. have been proper
including laboratory tests | throughout the Clinical Trial and that
included in the Protocol: the reliability of the results has been
«  Certificates or notes of | secured
7 authentication v v
* Results of internal/external
quality control evaluation
e Other results of identification
of appropriateness, if necessary
Records on delivery/transport of | To document the date, manufacturing
the Investigational Device and | number transport method, etc. of
8 other supplies delivery/transport of the Investigational v v
Device and other supplies to document
these records trackable
Standard specifications of the | To document the shape, performance
9 newly manufactured | and structure of the Investigational v
Investigational Device, and self | Device
quality control test report
10 Monitoring visit report To document the monitor’s visit and v
matters found at monitoring
Communication with the To document administrative matters,
Investigator, etc. (other than non-compliance with the Protocol,
monitoring visit) regarding the | performance of the Clinical Trial, result
following matters: of agreement or critical discussion on
1, Letter(including transfer and AE report, etc. v v
e-mail)
* Minutes
» Telephone call record
Signed Informed Consent Form | To document the fact that consent to
participation in the Clinical Trial has
been obtained under this standard and
P the Protocol prior to the Clinical Trial, v

that  direct access to the
investigational data has been permitted
by the Subject or the

Acceptable Representative

and

Legally




Keeping place

No. Title of Document Purpose Institution
Sponsor
/ PI
Source Document To demonstrate existence of the Subject
and compatibility of the data obtained
13 from the Clinical Trial, and properly v
keep the original copies of contents of
the Clinical Trial, medical treatment,
patient history, etc.
Signed and dated Case Record | To let the PI or the Subinvestigator v v
14 | Form confirm that content described in the (Copy) (Original)
CRF is exact, and make this
Document on modification of | To document  all  contents of
15 CRF amendment, addition, or modification v v
since the initial content was described | (Copy) (Original)
in the CRF
Content notified by the PI to | To document the fact that serious AEs
the Sponsor on report related to | and relevant report —matters were
16 | serious AEs notified by the Investigator to the v v
Sponsor in accordance with Article 36
herein
Serious AEs and other | To document the fact that the Sponsor
safety-related matters notified by | or PI notified the Commissioner and
17 the Sponsor or PI to the | IRB of the Institution of serious AEs v v
Commissioner and IRB of the | and relevant report matters under
Institution Paragraph 1 of Article 20, Paragraph 2
of Article 20, and Article 37 herein
Content notified by the Sponsor | To document the fact that the Sponsor
18 |[to the PI on safety-related | notified the PI of safety-related matters v v
matters
Intermediate or annual report to | To  document reports under the v v
19 | the IRB of the Institution provisions of Paragraph 1 of Article 19 s (If
or Paragraph 2 of Article 37 herein applicable) applicable)
Screening Log To document the content of screening v
20 of Subjects before performance of the v If
Clinical Trial necessary)
A List of Subject Identification | To document the fact that a list of
Codes Subjects with each number given when
91 they participated in the Clinical Trial is v
held by the Principal Investigator under
confidentiality, and to identify Subject’s
identity upon an emergency
Enrollment Log To document the fact that the Subject
numbers are given in accordance with
22 v

the order of Subjects’ participation in
the Clinical Trial




Keeping place

No. Title of Document Purpose Institution
Sponsor
/ PI
Records on the Investigational | To document the fact that the
23 | Device Control in the Institution | Investigational Device has been used v v
under the Protocol
A List of Signatures To document the signature and name of
24 the Investigator who fill in or correct v v
the CRF




IV.

In addition to the Essential Documents of the Sections IIand Iabove, the types,

purposes and keeping places of the Essential Documents that are required to be secured

after the Clinical Trial will be completed(including early termination)are as follows:

Keeping place
No. Title of Document Purpose Institution
Sponsor
/ PI
Investigational Device Control | To  document the fact that the
Records in the Institution Investigational Device has been used,
accepted from the Sponsor, applied to
1 Subjects, returned from Subjects, or v v
returned to the Sponsor under the
Protocol, and that these match the final
records
5 Document on Scrapping of | To document the scrapping of unused v
Investigational Devices Investigational Devices, etc.
A List of Subject Identification | If Subjects who participated in the
Codes related to the Subjects | Clinical Trial are required to be followed
3 who Completed the Clinical | up, to keep their identity confidential and v
Trial (including early | make them kept for a period agreed with
termination or dropout cases) the Sponsor
Audit Certificate To document the fact that audit has been v
4 performed (if
performed)
Clinical Trial Completion | To document the fact that all services
5 Monitoring Report have been performed to complete the .
Clinical Trial, and that the Essential
Documents are kept in a proper place
Clinical Trial Completion(Early | To document the fact that the Clinical
6 Termination) Report submitted | Trial has been completed(early v v
to the IRB, Sponsor, and | terminated)
Commissioner
7 Clinical Trial Report To document the results and analyses of v v
the Clinical Trial
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[Attached Form No.1] (Front)

Adverse Event Report

Business License No.
R
¢ | Name of Manufacturing
p (Business) Place
0 .
r Location of
t | Manufacturing (Business)
e Place
r .
Date of Birth
Name (male/female)
Commercial Generic
Medical Name Name(code)
Device Date of
Approval No. Approval
o Name Tel
Institution X
Location
Protocol (Protocol
Amendment) Approval Date
Description of (Medical
Device) AE
Remarks

As described above, we hereby report an Adverse Event which occurred during
the Clinical Trial, pursuant to Paragraph 3 of Article 37 of the 'Standards for
Management of Clinical Trial for Medical Devices

Date:
Reporting party : (sign or seal)
The person in charge:
Tel
To the KFDA Commissioner
Documentary requirements Fee
- Details reported by the Principal Investigator under Article 20 %\Ie%

210mmx297mm[general paper 60g/m’(recyclable)]



(Back)

Handling Agency

Reporting part Via

P g party KFDA

Preparation of .
Receipt

report
T
!
Examination
l

Measure to be

taken, if necessary




