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Human Study Approval
Date: 2017.03.08
Title: The ralationship between clinical outcomes and biomarkers during and after cessation of
antiviral therapy in chronic hepatitis B patients.

Protocol No/ IRB No: --/ A-ER-106-065
Period of Project: From 2017.02.23 to 2019.12.31
Period of Approval: From 2017.02.23 t0 2018.02.22
Content/Version:

1. Protocol: Version: 1, Date: 2017.01.02

2. Waive Informed consent: Permitted in those data bases described from above

Institute: National Cheng Kung University Hospital

Investigator: Dr. [-Chin Wu (Department of Internal Medicine)

Co-Investigators: Dr. Ting-Tsung Chang, Dr. Chiung-Yu Chen, Dr. Pin-Nan Cheng,
Dr. Yen-Cheng Chiu, Dr. Hung-Chih Chiu, Dr. Tien-Ching Lin,
Dr. Hien-Jui Huang, Dr.Chi-Yt Chen, Associate Prof. Shin-Hung Lin

Approved Number of Participants: TAIWAN _800 Persons. If the number of participants enrolled
exceeds the approved number, please submit an application for amendment and approval.

The Institutional Review Board of National Cheng Kung University Hospital (NCKUH) is organized
and operated according to the laws and regulations of [CH-GCP and of Central Competent
Authorities.

This project is reviewed and approved by NCKUH IRB in 2017.02.23. The period of approval is
granted until 2018.02.22.

Regarding multi-period project, please submit the Interim Report before 2018.01.22. If the approval of
the intenm report is not granted on its expiry date, except safeguarding the health of the participants,
the research is suspended.

Regarding completed project, the Final Report shall be submitted within three months of its approved
expiry date. Except for the health of the participants, all the procedures of the project shall be
terminated on its approved stated deadline.

If PI does not submit the Interim/Final Report on time, he/she will be recorded in the overdue list and
received the suspension/ termination notice from NCKUH IRB. The overdue list will be reported to
the IRB. After the resolution of the board meeting, NCKUH IRB will suspend all the new projects
applied by PI until the Interim/Final Report is submitted.

Please submit the Interim/Final Report in written form and send to NCKUH IRB office. The lastest
application forms can be downloaded in its website (http * // www.ncku.edu.tw/ ~nckuhirb)

Any changes or amendments to the project (including the project period), please submit an
amendment application to NCKUH IRB within its approved period. Any changes or amendments in
any other way will not be accepted. Before the approval of the amendment application, the project is
carried out according to its previously approved plan.

For some reasons projects granted approval by NCKUH IRB couldn’t be implemented, P1 shall apply
for suspension/termination.

During or after the project is completed, please report any unfavorable occurrence in a human study

particant according to GCP.
Yours sincerely, -
Thy-Sheng Lin M.D. _

Chairman
Ltitutional R@lew Board
National Cheng Kung University Hospital
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