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

Protocol Title:
Principal Investigator:
Co_Investigator:

Protocol No.

TCH IRB No.

Dateof meeting: (F @ >3 2% 25 ¢RPH)
Date of Approval:

Duration of Approval: from 104/00/00 to 105/00/00
Clinical Trials Location:

Date of Interim Report:

Protocol: Version, Date

Informed Consent: Version, Date

Case Report: Version, Date

Investigator's Brochure: Version, Date
Advertisement: Version, Date

Questionnaire: 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.

Director: Yao-Kang Huang

Institutional Review Board

Ten-Chan General Hospital

Date : OOO/0O0/00
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Procedures for reporting Unanticipated Problems, or interim, and other important notes:

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/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.)
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.
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