DSMP Waiver Application

Clinical Research Center

PI:

____________________________________________________

Study title:
____________________________________________________

Funded by:
____________________________________________________

Justification for Waiver:
_________________________________________

 ______________________________________________________________

Attached are supporting documents (check and include all that apply):


(
Sponsor communication


(
FDA communication


(
NIH communication


(
Non-study staff expert testimony


(
Other (specify):_________________________

PI Signature:

______________________________________________

Date:
_________________________________________________________

Submission:  Send this completed form and all supporting documentation to the CRC Administrator, Kathleen Jensen, Box MED/CRC.

Any questions can be directed to Kathleen Jensen, Administrator 275-6409 or to Nancy Needler, staff Research Subject Advocate 275-1020.

CRC use only –check all that apply

( Waiver discussed at/by:

( CRC Advisory Meeting dated____________

( Program Director dated____________

( GAC Chair person dated____________


( Waiver granted by ______________ on ____________


( Waiver declined by  ______________ on ____________

( PI informed of waiver outcome by ______________ on ____________

File this waiver document with the protocol.
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