 Data and Safety Monitoring Plan Questionnaire


Title: 

Sponsor:  

Protocol number:  	

Please answer the questions below, and where applicable, indicate the corresponding protocol section number.

A. Who is responsible for data safety monitoring? (Examples: DSMC, DSMB, medical monitor, investigator, independent physician—state whether or not this individual or committee is independent from the sponsor and/or investigator)


  	
B. [bookmark: _GoBack]What will be monitored? (Examples: data quality, subject recruitment, accrual, and retention, outcome and AE data, assessment of scientific reports or therapeutic development, results of related studies that impact subject safety, procedures designed to protect the privacy of subjects). 
This section is NOT referring to monitoring visits. Please list what the individuals listed under letter A be reviewing. 


	
	  
C. What is the frequency of monitoring? (Appropriate frequency of DSM will be dependent on the nature and progress of research; however, monitoring must be performed on a regular basis (e.g., at least annually).
How often will the individuals from letter A be reviewing the data from letter B




D. What are the procedures for analysis and interpretation of data, the actions to be taken upon specific events or endpoints, the procedures for communication from the data monitor to the IRB and site, and other reporting mechanisms? (Interim Analysis/ Stopping Rules for protocol, Toxicity Stopping Rules) List all sections where these things may be discussed and include the cohort section if applicable.


E. Is there a description of adverse event reporting procedures? Include only the reporting piece of the SAE section 
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