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Clinical Trial/Research Approval Letter

Feb. 27, 2018
IRB-TPEVGH No.: 2018-02-008BC
Protocol Title: Study the therapeutic effect effects of human Wharton's jelly mesenchymal stem cells
(WJ-MSCs) on diabetic animals
Department/Principal Investigator: Department of Critical Care Medicine / Pei-Jiun Tsai, M.D.
Co-Investigator: Tien-Hua Chen, M.D., Chang-Ching Yeh, M.D.. Ben-Shian Huang. M.D.
Version date of documents:
Protocol : V1 20180102
Chinese Synopsis: V2 20180215
Informed Consent Form: V2 20180215
DSMP: waived
Case Report Form: Versionl 20180102
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According to the written operating procedures, GCP, and the applicable regulatory requirements, this
study project is approved by the Institutional Review Board (2) of Taipei Veterans General Hospital on
Feb 27, 2018. This approval is valid for 1 year till Feb 26, 2019.

The board is organized under, and operates according to International Conference on Harmonisation
(ICH) / WHO Good Clinical Practice (GCP) and the applicable laws and regulations.

The principal investigator is required to report Serious Adverse Events and Unanticipated Problems in
accordance with the governmental laws and regulations and TPEVGH requirements.

The principal investigator is required to submit the application for extension at least 6 weeks before the
expiration date. (If indicated by the regulations and laws, this project should be taken after the approval
of Ministry of Health and Welfare, R.0.C.)

S~ (Lo
Shih-Ann Chen, M.D.

Chairman

Institutional Review Board
Taipei Veterans General Hospital
Taiwan, R.O.C.
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Implementation Letter
Date: Mar 12, 2018
TPEVGH IRB No.: 2018-02-008BC
Pepartment/Principal Investigator: Department of Critical Care Medicine /

Pei-Jiun Tsai, M.D.
Protocol Title: Study the therapeutic effect effects of human Wharton’s jelly
mesenchymal stem cells (WJ-MSCs) on diabetic animals.
The protocol has been approved by the Institutional Review Board (2) of Taipei Veterans
General Hospital and supervised by ' the Institutional Review Board (2) of Taipei Veterans
General Hospital ;| . After the review by Human Research Protection Center, the

implementation of the protocol is approved.

g{u'm- Jang "l"“"}

Vice Superintendent Shinn-Jang Hwang, M.D.
Director of Human Research Protection Center
Taipei Veterans General Hospital. Taiwan, R.O.C.




