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Principal Investigator(s):  
 
Co-Investigator(s):   
 
Project Title:   

 
 
Have there been any substantive changes to the protocol, specifically  
related to enrollment, inclusion and exclusion criteria, or study procedures? 
If yes, attach clarifying documents. 
 
Have there been any reportable RSRB violations or adverse events since the 
 last EMRC approval? 
If yes, please attach a separate page with details. 
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