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Requester : Kim, Namo
This letter is to inform you of the results of your confidential.

o first approval  m approval with condition o complement o return

Type of Review o objection o change on protocol o interim report o end of study report
o final report o cancellation of protocol o others
IRB No. 4-2012-0621 Date of approval October 23", 2012
A comparison of efficacy and safety during endoscopic submucosal dissection
Title of Proposal between dexmedetomidine-remifentanil and propofol-remifentanil
Protocol No. NA Version No. NA
Principal Investigator: Dr. Min, Kyeong Tae / Professor
Investigator
/ Department of Anesthesiology and Pain Medicine /Yonsei University College of Medicine
Generic name NA Brand Name NA
o Phase | o Phase Il f o Phase Il m Phase IV
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o Biological equivalence test o Others

Proposed period of study | Approval date of IRB ~ 12 months

A written answer of initial review result.

X Lists of initial review (reviewed by E-IRB system)
1. Protocol

Contents of Review 2. Informed Consent Form

3. Case Report Form

4. Study Budget Sheet

5. Investigator’s CV

Date of Review October 23", 2012
Result of Review m Approved o Approval with condition o Require to re-reviewed o Disapproval
Comment -

Severance Hospital IRB is organized and operates according to ICH-GCP and the applicable
laws and regulations

October 23", 2012

Seung Min Kim, MD, PhD

Chairperson of Institutional Review Board
Severance Hospital

Yonsei University, College of Medicine
Seoul 120-752, Korea
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