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Approval of Clinical Trials/Research
(New Applications/Amendments/Interim Reports)

Protocol Title:

Principal Investigator(s): (# < Z%# ) [Co_Investigator(s): (# =~ Z%)
Institution:

Sponsor:

Protocol Number: /IRB Number: KMUHIRB-F/E/G/SV(I/11)-YYYYoooo0
Board Meeting - (& f§ 2 22 %k > 2 5| €3k P ¥)

Approval dated: YYYY-o ™-IRB(I/I1) YYYY/MM/DD

Duration of Approval: from Month / Day / Year to Month / Day / Year

Protocol - Version , Date

Informed Consent - Version , Date

Case Report - Version , Date
Investigator’s Brochure - \Version , Date
Questionnair - \ersion , Date
Advertisement . Version , Date

See the back of this page for the procedures for reporting unanticipated problems, or drug
serious adverse reactions, or interim, and other important notes.
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Kaohsiung Medical University Chung-Ho Memorial Hospital
-/ A8E%% 4% R ¢ Institutional Review Board 1/11

i x4 B Chairman: (* ~ %x signature » p #f date)
Hsueh-Wei Yen, MD/ Li-Tzong Chen, MD, PhD



AP FLAF - SHTDPLERLEBRZ RAAFA
AgleRaRFyY # & ICH-GCP
The Institutional Review Board performs its functions according to written
Operating procedures and complies with ICH-GCP and with the applicable regulations.

Liep S fad = A2 aRolpbfimpde- prupdfRrt i g e 2qhes
S E BRI PN AL AR

2. F R I RXFF L HMEFRBRELAFRAP T MERL A R L FReT e 2 A
B feAE R ERL o

SN - B RHERIBDIFLIAEFE PP FLHLPH T~ 00K E XX
XX P Aot BF sxlp ARG P AUEH Y FLEHF A 2 TR FH - FHILEFL 0 X
ERTHIG YL > AEEFYHRFALES gt E o P2 X mE R Hkoo

4 $%kFL REHR AL BRPEF 2SS NT e FLAEFH o

S. i ¥k F L 1 F %#éﬁﬁﬁ%‘rﬁ?ﬁ Bk BYHO BEEe "FETBAR IR
Zoy P EIMEFHG o

. REAFFIREALE ERF > AN BHENUITA > TRERBIF LI RAFHL ALK L
FTREEAREFIFEAEER o

Procedures for reporting Unanticipated Problems , or interim, and other important notes:

1. If subject(s) die(s) or hospitalized, IRB should be notified within 7 days of becoming aware of this.
For other unexpected serious adverse drug reactions, IRB should be notified within 15 days.

2. If any new findings affect the safety of the participants or others, or the implementation of the study or
decision of IRB as to allow to continuing of the study, IRB should be informed promptly.

3. Please provide us your Interim report two months before the dead line of Duration of Approval. An
interim report should be submitted by (Day/Month/Year). If the interim report has not been submitted
by the deadline, the study must be halted. If a principal investigator fails to submit an interim report
on schedule, IRB may suspend review of other protocols submitted by the investigator, and may
refuse to review any further applications made by the investigator.

4. Final report: When the study has been completed, details of the study implementation and of the
results obtained should be submitted to IRB inwriting for review.

5. For any reason, the study is terminated prior to the completion of a study. The summary report should
be submitted to IRB.

6. Serious or repeated failure to comply with regulations and with the above requirements may result in the
study being suspended or terminated, and may affect you to submit studies for review in the future.



