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The first-time review of that protocol made by two or three
individual reviews (REC members or non-members) in advance of
the full Committee meeting, and comments of the reviewers will
be reported to the full Committee meeting.

¢ o+

%

Initial Review

IR EATE Y T A MR RIFE A BES S E b
T > NFTy AR R AT R R E

¥ - IR Rk Initial 1ntroduct10n of an investigational new drug (IND) into
Phase [ studies humans, studies designed to determine the metabolism and
pharmacological actions of drugs in humans, and studies designed
to assess the side effects associated with increasing doses.

CHERER SPREES ] PUR A S A S
FBERFEL AR AL P 1EAR

#Z WIREFE | A Study of drug metabolism, structure-activity relationships, and
Phase II studies mechanism of action in humans, as well as studies in which
investigational drugs are used as research tools to explore
biological phenomena or disease processes.

ke HRe > NHRBEE O NER{ FF ELX 2T
T

A Study expands controlled and uncontrolled trials performed after
¥ Z B IRA R preliminary evidence suggesting effectiveness of the drug has been
Phase III studies obtained. They are intended to gather the additional information
about effectiveness and safety that is needed to evaluate the overall
benefit-risk relationship of the drug and to provide an adequate
basis for physician labeling.
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new population, new indication, or new dose.

A study that seeks to expand and approval medication’s use into a
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state, put forward for a necessary condition.

Specify as terms of or condition for an agreement, contract, etc.
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TAINAN MUNICIPAL AN-NAN HOSPITAL-CHINA MEDICAL UNIVERSITY

Research Ethics Committee

Tainan Municipal An-Nan Hospital, China Medical University, Tainan, Taiwan
Tel: 886-6-3553111ext:2660 Fax:886-6-3550365
No. 66, Sec. 2, Changhe Rd., Annan Dist., Tainan, Taiwan, R.O.C.

Date : mmm. dd, yyyy
To : OO-O0 OO0, OO0 of OO0,
Tainan Municipal An-Nan Hospital, China-Medical University

From : OOO.
Chairman, Research Ethics Committee

The Research Ethics Committee has recommended the approval of the following documents:
Protocol Title :
Protocol No. / TMANH REC No. :

Name of Principal Investigator :
Name of Co-Investigator(s) :

Research Institute : Tainan Municipal An-Nan Hospital, China-Medical University
Period of Project : From mmm. dd, yyyy to mmm. dd, yyyy

Period of Approval :  From mmm. dd, yyyy to mmm. dd, yyyy
Protocol Version :
Chinese Synopsis :

English Synopsis :
DSMP :

Informed Consent Form :

Questionnaires :

Recruit Advertisement :
Frequency of Continuing Review : once per every month

This project is reviewed and approved by TMANH REC in xxxx.xx.xx. The period of
approval is granted until XXXx.XX.XX.

According to Taiwan government’s regulations and ICH-GCP guidelines, by the end of
this period you may be asked to inform the Board on the status of your project. If this has not
been completed, you may request to send status of progress report before xxxx.xx.xx. for
renewed approval/final report.

You are reminded that a change in protocol in this project requires its resubmission to

the Board. Also, the principal investigator must report to tlge Chairman of the Research Ethics

Committee promptly, and in writing, any unanticipated problems involving risks to the

(siubjects of others, such as adverse reactions to biological drugs, radio-isotopes or to medical
evices.

000
Chairman, Research Ethics Committee
Tainan Municipal An-Nan Hospital, China-Medical University

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