EXAMPLE COVER LETTER

The IRB may require that a specific form be completed and submitted to report adverse events and other safety information.



Institutional Review Board Submission

To:  IRB Chairman                                                             Date:_____________


IRB Name/Location

From:  Principal Investigator

Subject:  Protocol # and Title

ADVERSE EVENT REPORT(S) SUBMITTED FOR IRB REVIEW:


Brief description of the event: ___________________________________


___________________________________________________________


Study drug in this trial:_________________________________________


Event(s) occurred at our site:  _____Yes  _____No


If no, event(s) occurred:
_____under the same protocol we are using




_____under a protocol different from ours


Sponsor’s Safety Report #(s):_______    ________    _________    ________


It is my opinion that the current consent form contains adequate information about the adverse event(s):
______Yes
______No 



If no, are changes being developed? _____YES ______ NO

Thank you for your time and consideration.

_________________________

              Signature

NOTE:  Retain a copy of all documents submitted to the IRB for your file and attach the IRB acknowledgment or to the retained copy when received.
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