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                                                  Data and Safety Monitoring

Nominations for Protocol-Specific Monitoring Body Members
Date:       


HSC #       
Principal investigator:       
Protocol title:       
The principal investigator must nominate individuals with protocol-specific expertise to assist the DSM-EC in monitoring the protocol. These protocol-specific members must have relevant expertise and must be free of conflict of interest with the to-be-monitored protocol.  They may be from any institution as long as they have the appropriate expertise and are willing to serve.  
Please identify the protocol-specific monitoring body:


 FORMCHECKBOX 
  Independent Safety Monitor 



Please nominate 1 person using the space below


 FORMCHECKBOX 
  Clinical Study Oversight Committee



Please nominate 3 persons using the spaces below


 FORMCHECKBOX 
  Data and Safety Monitoring Board



Please nominate 3 persons (including 1 statistician) using the spaces below

For each content expert nominated, please include name, mailing address, telephone, fax, email, and a brief description of expertise.

Nomination #1       
Nomination #2       
Nomination #3       
In some cases the protocol specific monitoring body must include a statistician as one of the three members to provide statistical analyses as needed during the monitoring process.  The statistician may be nominated by the principal investigator, and may be the study statistician if approved by the DSM-EC.  Alternately, a statistician can be appointed by the DSM-EC.
Statistician Nomination:        

 FORMCHECKBOX 
  I wish to have the DSM-EC appoint a statistician to the DSMB for this protocol.

The principal investigator must contact each of the proposed experts prior to nominating to assure their willingness to serve if they are approved by the DSM-EC.  Submission of this form indicates that the principal investigator has secured initial agreement from the proposed experts.
Submitted by:       
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