Data and Safety Monitoring Checklist

	Safety Monitoring Plan

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 
  
	Specific parameters are listed for safety review

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 
  
	A frequency of safety observation  is given

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	A person has been designated to be responsible for safety review

	
	If yes, indicate person:

 FORMCHECKBOX 
 PI      FORMCHECKBOX 
 Co-I    FORMCHECKBOX 
 Safety/Medical Monitor   FORMCHECKBOX 
 DSMB 

 FORMCHECKBOX 
 Does not say  
 FORMCHECKBOX 
 Other: _____________________

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 
  
	Subject stopping rules are included in the safety monitoring plan

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	Study stopping rules are included in the safety monitoring plan

	
	If yes, who is responsible for stopping or modifying the protocol?  

 FORMCHECKBOX 
 PI      FORMCHECKBOX 
 Co-I    FORMCHECKBOX 
 Safety/Medical Monitor   FORMCHECKBOX 
 DSMB 

 FORMCHECKBOX 
 Does not say  
 FORMCHECKBOX 
 Other: _____________________

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	Plan to report SAE/AE to Institution’s IRB

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	N/A  FORMCHECKBOX 
 Plan to report SAE/AE to FDA

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	N/A  FORMCHECKBOX 
 Plan to report SAE/AE to Sponsor

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	N/A  FORMCHECKBOX 
  For multi-site trials, plan to report SAE to other participating sites        

	Data Monitoring

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 
  
	Specific elements are listed for data review

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 
  
	A frequency of data monitoring is given

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	A person has been designated to be responsible for data review

	
	If yes, indicate person:

 FORMCHECKBOX 
 PI      FORMCHECKBOX 
 Co-I    FORMCHECKBOX 
 DSMB 

 FORMCHECKBOX 
 Does not say
 FORMCHECKBOX 
 Other: _____________________


	Product Accountability

	Who is responsible for drug, device, or biologic accountability?


 FORMCHECKBOX 
 Site
  FORMCHECKBOX 
 Research Pharmacy   FORMCHECKBOX 
  Does not say     FORMCHECKBOX 
 Other:: ____________________

	Y  FORMCHECKBOX 
 N  FORMCHECKBOX 

	N/A  FORMCHECKBOX 
 If site is accountable, is there a plan to account for the investigational product?

	Subject Privacy and Confidentiality

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	Plan to maintain data from loss or inappropriate use (e.g. genetic data, HIV status)

	Y  FORMCHECKBOX 
  N FORMCHECKBOX 

	Is the detail of the plan appropriate for this study (e.g. access, storage, coding/de-identifying)?

	Additional Information: 
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