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Clinical Trials Approval Certificate(New Applications / Amendments / Interim Reports)

135 Nan-Hsiao Street, Changhua 500, Taiwan (R.O.C.) 500 B LT EEReE 135 5%
Tel :886-4-723-8595 ext. 8442 Prag A
E-mail:d9065@cch.org.tw Contact Person :

B EVEE Bl Changhua Christian Hospital EEEE ¢ (04)723-8595 HE 8442

E-mail: d9065@cch.org.tw
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Protocol Title:

Principal Investigator(s): 37445/ Co_lInvestigator(s): T4
Researcher(s): T %45

Institution:

Sponsor:

Protocol No. / CCH IRB No. :

Date of meeting: (& &fEi 2 &AM - /05 EEkHE)
Date of Approval:
Duration of Approval: from Month / Day / Year to Month / Day / Year

Protocol : Version , Date

Informed Consent Form : Version , Date 50
Case Report Form : Version , Date 50
Investigator's Brochure : Version , Date 50
Advertisement : Version , Date 50
Questionnair : Version , Date
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See the back of this page for the procedures for reporting unanticipated problems, or drug serious
adverse reactions, or interim, and other important notes.

WLEEEEE S e WLD/PhD
Bl N EEE Chairman , _

e -~ Institutional Review Board Committee A/B/C,
FEEE P HTF Changhua Christian Hospital, Taiwan

(signature, date)
ARG LHEREEN T E 7 & ICH-GCP
The Institutional Review Board performs its functions according to written
Operating procedures and complies with ICH-GCP and with the applicable regulations.

ATHHAE i ~ B e BN P27 M EE BRI -
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AR EYREL S - HERRPIT SN E AR EE EgREH
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AT #Hes © FERATETT xxxx 4F xx H xx HAIEESHP#HE « 2 A R0ARE
o S A EEI RS BHEE - AMEEER o (GIEXFRA ) R
EECTHATERE - A ERARE  NESC g EMm AR ZaE > B
AEBEETETRARFENE > THEZATHREZESL ) -
GEZEH - SR o BRI TIER RERDEmHE AT XA -
EEEES LT E RS ¢ SR AATILENE BT (LU R BEEE - FEEAE T T 5T
EUEEE I REER | ARG
BENFENCEAZTEGHRE - REEIGL EBIH - AR EBURaHeEt
EHIEBOR ALK W EBERAAF T ENEL -
R T2 EZE  stE LR ANEREL 2 # » DIERAEEE T T
B -

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.
If any new findings affect the safety of the participants or others, or the
implementation of the study, or decision of IRB as to allowed to continuing of the
study, IRB should be informed promptly.
Interim report: An interim report should be submitted by (Day/Month/Y ear).
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.)
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Final report: When the study has been completed, details of the study

implementation and of the results obtained should be submitted to IRB in writing

for review.

For any reason, the study is terminated prior to the completion of a study, the

summary report should be submitted to IRB.

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.

Principal investigators must follow in order to continue study procedures for the

safety of the subjects.
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