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See the back of this page for the procedures for reporting unanticipated problems, or serious

adverse reactions, or interim, and other important notes.
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Institutional Review Board
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Unexpected Event Report, Periodic Follow-Up Procedures, and Cautions
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If participant dies or becomes critically ill in the hospital, IRB should be notified within 7 days
of becoming aware of this. For other unexpected serious adverse, IRB should be notified
within 15 days.

If any new findings affect the safety of the participants or others, or the implementationof the
study or decision of IRB as to allow to continuing of the study, IRB should beinformed
promptly.

Interim report: An interim report should be submitted before YYYY/ MM/ DD . If the
interim report has not been submitted for review by the deadline, the study must be halted.

If a principal investigator fails to submit an interim report on schedule, IRB may suspend
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review of other protocols submitted by this investigator, and may refuse to review any further
applications made by this investigator.

Final report: When the study has been completed, final report should be submitted to IRB. If a
prinical investigator fails to submit an final report, IRB could suspend review any further
applications made by this investigator.

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
report should be submitted to IRB.

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

review in the future.
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