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Sincerely Yours
,M.D

ERERS S '
CHBHARE iEdf Chairman

Institutional Review Board Committee
En Chu Kong Hospital, Taiwan

signature, date)
KEHBBHITE & ICH-GCP
The Institutional Review Board performs its functions according to written
operating procedures and complies with GCP and with the applicable regulatory requirements
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If a participant dies or becomes critically ill in the hospital, the IRB should be notified within
7 days of becoming aware of this. The IRB should be notified of other serious adverse
reactions within 15 days.

If any new threat to the safety of the participants is discovered, or if anything is discovered
that could affect the implementation of the study, or if any discovery is made that could
influence the IRB’s decision as to whether the study should be allowed to continue, this must
be reported to the IRB.

Interim report is not need in exempt studies.

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

Reporting the suspension of termination of a study: If, prior to the completion of a study,
implementation and/ or follow-up are suspended or terminated, a Suspension or Termination
of Study Summary Report should be submitted to the IRB.

Serious or repeated failure to comply with IRB regulations and with the above requirements
may result in your study being suspended or terminated, and may affect your ability to

submit future studies for review.
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