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Protocol Title : prediction of dysplasia progression in Barrett's esophagus.

IRB TCYGH No : CF14040

Principal Investigator : Chi-Sen Chang

Co-Investigator : Chi-Chen Lin

Protocol Version/Date : Version 1.0, 29 January 2014

Informed Consent Form Version/Date : Version 1.2, 28 March 2014
Board Meeting ° Institutional Review Board ( [ )160™ Board Megting
Approval Effective Period : From 01 April 2014 to 31 March 2015
Frequency of continuing review : 12 months

In accordance with Declaration of Helsinki and ICH-GCP guidelines, PI is responsible to submit a progress report 1o [RB two months prior to the
expiration date for an annual review. : .

Serious Adverse events and SUSAR involving risk to participants must be reported to DOH and IRB according to current regulation.

Extension of the protocol should be submitted to IRB 2 months before the expired date of the Certificate of Approval.

Closing study report should be submitted to IRB within 3 months after the expired date of the Certificale of Approval.

The IRB has authorization to suspend/terminate the protocol and to withdraw the Certificate of Approval.
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Vice-Chairman, Institutional Review Board, TCVGH
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