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NOTIFICATION OF IRB REVIEW SUMMARY
IRB No. K-1412-002-065

Investigator

SUNHOO PARK, M.D.,PH,D.

Protocol Title

Induced pluripotent stem cell (iPSC) based cell therapy and adult stem cell therapy
for acute radiation syndrome in animal models (Multidisciplinary assessment in
radiation injury and application of regenerative medicine)

Review Results

Approval

[J Provisional approval (Modification required prior to approval)
[] Deferral

[] Disapproval

[J Termination/suspension of any prior approval

Please append details or summarize reason(s) for determination below

Submission Date 12 / Dec / 2014
Full approval Date 18 / Dec / 2014
Date The first Approval Date 18 / Dec / 2014
[J Every 3month [ Every 6month
Regular Report [J Every 12month & Other ( )
* Regular Report Cycle cannot exceed 1 year.
CONTENTS OF IRB REVIEW
DOCUMENTS DATE OF REVIEW APPROVED
Reviewed Protocol_Nov_28_2014(Korean) 18 / Dec / 2014 ( Yes/No )

documents list

Investigator CV 18 / Dec / 2014 ( Yes/No )
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ALL KOREA CANCER CENTER HOSPITAL IRB APPROVED INVESTIGATORS MUST COMPLY WITH THE
FOLLOWING:

1. Conduct the research as required by the protocol.

2. Provide non-Korean speaking subjects with a certified translation of the approved Consent Form
in the subject's first language. The translated version must be approved by the KCCH IRB.

3. Obtain pre-approval from the KCCH of any changes in the research activity (except when
necessary to protect human subjects: immediately report to the KCCH IRB any such emergency
changes for the protection of human subjects).

4. Report to the KCCH the death, hospitalization, or serious illness of any study subject.

5. Promptly report to the KCCH IRB any new information that may adversely affect the safety of the
subjects or the conduct of the trial.

6. Provide reports to the KCCH concerning the progress of the research, when requested.

7. Obtain pre-approval of study advertisements from the KCCH IRB before use.

8. Conduct the informed consent process without coercion or undue influence, and provide the
potential subject sufficient opportunity to consider whether or not to participate.

Korea FDA regulations require that the KCCH IRB conduct review of approved research. You will
receive Continuing Review Report forms from the KCCH IRB. These reports must be returned even
though your study may not have started.

DISTRIBUTION OF COPIES :

SPONSOR :

CRO :

OTHER :

INSTITUTION :

This is to certify that the information contained herein is true and correct as reflected in the
records of the KCCH Institutional Review Board. We certify that KCCH IRB is in full compliance with
Good Clinical Practice as defined under the Korea Food and Drug Administration (MFDS) regulations
and the International Conference on Harmonisation (ICH) guidelines.

IRB Information Institution: Korea Cancer Center Hospital

Address:75 Nowon-Gil, Gongneung-Dong, Nowon-Gu, Seoul 139-706 Korea
Chairperson: Lim, Sang-Moo

Tel :82-2-970-1213 Fax :82-2-970-1341 Email:smlim328@kcch.re.kr

IRB Administration Officer

Korea Cancer Center Hospital

Address:75 Nowon-Gil, Gongneung-Dong, Nowon-Gu, Seoul 139-706 Korea
Tel :82-2-970-1389 Fax :82-2-970-2466 Email: kghr@kirams.re.kr
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As of 19 / Jul / 2014

Affiliation
. . with the
Name Education Specialty institution Remarks
- . (ves/no) |
Sang-Moo Lim M.D..PH.D nuclear medicine Yes Chairperson
Jae Soo Koh M.D.,PH.D Pathology Yes
Lee Jun Ah M.D..PH.D pediatrics Yes
Sun Mi Moon M.D. Surgery Yes
Jin Kim M.D. Internal Medicine Yes
Ung-Kyu Chang M.D.,PH.D Neurosurgery Yes
SANG Bum KIM M.D. Surgery Yes
Moonhong Kim M.D.,PH.D Gynecologic Oncology Yes
Hyo Rak Lee M.D. Hematology/Oncology Yes
Hyun—Ah Kim MD, Ph.D phigony. Hresel and Yes
Jin Young Woo MD, Ph.D Preventive medison Yes
Choi Ik Joon MD, Ph.D gezgrglggligglgoslﬁrggye_rl; Yes
Won Seok Song MD, Ph.D orthopedic surgery Yes
Jee Heui Lee MD, Ph.D Anesthesiology Yes
Won Il Jang MD Radiation Oncology Yes
EUI-JUNG KIM | MS Spa"’;m"‘aacﬁgl'ogy' Yes
Sul Kyeng Ran BA Nursing science Yes
Kim Goon Tae NA Non-scientific wgrga?'npgttggtﬁtrg No
Lim Sung—-Soo BA Theology No

This is to certify that the information contained herein is true and correct as reflected in the records of
the KCCH Institutional Review Board. We certify that KCCH IRB is in full compliance with Good Clinical
Practice as defined under the Korea Food and Drug Administration (MFDA) regulations and the

International Conference on Harmonization (ICH) guidelines.

Chairperson of IRB : QJ—I Im ) ’8

e

Date : 18/Dec/2014

Signature
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