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Clinical Trial/Research Approval Letter (New Application)

Protocol No.: None / IRB Serial No.: 10810-002

Institute: Chi Mei Medical Center

Principal Investigator: Ying-Jen Chang / Co- Investigator(s): Sheng-Fu Chiu

Protocol Title: Epidemiological profile of malignant transformation rate of oral potentially
malignant disorders in Taiwanese Indigenous Peoples: a retrospective matched cohort
study.

Protocol Version and Date: Version 2.0, 2019/09/23

Informed Consent Form: Waiver from the inform consent process

The study was approved by the Institutional Review Board of the Chi Mei Medical Center on 09
Oct 2019 and will be monitored by the IRB. The duration of this approval is one year (from 10
Oct 2019 until 09 Oct 2020). Investigators are responsible for keeping the subject information
confidential. The principal investigator is required to submit an Annual Report 2 months before
the expiry date for continuing review approval in order for the research to proceed.
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- Hsing, Chung-Hsi M.D.
Chairman

Institutional Review Board,
2019 &= 10 B 09 8 Chi Mei Medical Center, Tainan, Taiwan

A G a8 EmAT § 6 ICH-GCP
The Institutional Review Board performs its functions according to written operating procedures
and complies with GCP and with the applicable regulatory requirements.



