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incident, experience, or outcome may have been caused by the procedures 
involved in the research) or test article; and 

�ƒ Suggests that the research places subjects or others at a greater risk of harm 
(including physical, psychological, economic, or social harm) than was previously 
known or recognized. 

  
PROCEDURE: 
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d. DSMB/C Responsibilities 
The primary responsibility of the DSMB/C is to safeguard the interests of study 
subjects. Therefore, the DSMB/C should: 
 Approve the safety measures in the protocol to 1) preserve the study integrity 

and credibility; and 2) to facilitate the availability of timely as well as reliable 
findings to the broader clinical community.  

 Provide written documentation confirming that they have read the protocol 
and agree with the study design and the DSMP.  

 Continually review quality of study conduct including data management and 




