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Research Ethics Committee

China Medical University & Hospital, Taichung, Taiwan
Tel: 886-4-22052121 ext: 1925 Fax: 886-4-2207-1478

Clinical TriallHuman Research Approval

Amendment Review

Date : Apr. 23,2019

Protocol Title : A prospective, randomized, evaluator blind. active-controlled, parallel study of
the efficacy and safety of Quiklean® and Klean-Prep with Dulcolax® for the

bowel preparation prior to colonoscopy

Protocol No. / CMUH REC No. : UIC-SPT-2017/ CMUH107-REC2-151(AR-1)
Name of Principal Investigator - Tzu-Liang Chen (Attending Physician, Colorectal Surgery)
Name of Institution : China Medical University Hospital

Valid Date of Original Research Project : From Dec. 28, 2018 to Dec. 27, 2019
Valid Date of Amended Research Project : From Apr. 16, 2019 to Dec. 27, 2019

Extend Execution Date : From Aug. 01, 2018 to Mar. 31, 2020
Colonscopy Perpartion Instruction Klean-Prep) : Version 1.1, Date: Mar. 26, 2019

olonscopy Perpartion Instructions uiklean®) : Version 1.1, Date: Mar. 26, 2019

This is to certify that the above referenced amended research project has been expedited
approved by the Research Ethics Committee (REC) 11 of the China Medical University and
Hospital on Apr. 16, 2019. The REC is organized under, and operates in accordance with, the
Good Clinical Practices guidelines and the governmental laws and regulations. Please submit a
completed progress report at least two months before the time at which continuing review must

occur.
All the amendments to the research project should be re-submitted and approved by the

REC BEFORF implementation. Also, the principal investigator is required to report all serious
adverse events and unanticipated problems involving risks to the subjects or others on time.
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Martin M-T Fuh M
Chairman, Research Fthics Committee 11

China Medical University & Hospital

The Committee is organized and operates in accordance with ICH6 GCP regulations and guideline.
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