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                                                  Data and Safety Monitoring

Investigator’s Interim Data and Safety Monitoring Report
To complete the form below, click on the gray boxes to fill in your responses.
Date:       

Period covered by this report:       
HSC #         
Principal investigator:       
Protocol title:       
Checklist for required tables and figures

Note: each table and figure should show date of data cut-off for inclusion. Totals, denominators, etc should match where appropriate. 

 FORMCHECKBOX 
  Enrollment summary table attached

 FORMCHECKBOX 
  Baseline demographic table attached

 FORMCHECKBOX 
  Adverse events table attached

 FORMCHECKBOX 
  Check here if additional figures or tables are attached and please list:
     
Current status of study

 FORMCHECKBOX 
 open to enrollment


 FORMCHECKBOX 
 closed to enrollment but follow up continuing


 FORMCHECKBOX 
 closed to enrollment, study completed


 FORMCHECKBOX 
 other, please specify:       
Have any protocol changes been made since the last report?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No



If yes, please explain or attach approved HSC amendment(s):       
Study progress and safety
The principal study investigator is expected to take an active role in monitoring the study under review.  The items listed for comment in this section are designed to guide the investigator’s review of their own study.  Please comment on each of the items listed below as they relate to the protocol, identifying issues or challenges if present.
· Accrual

· Accrual by center and treatment 

·      
· Cumulative overall and by treatment 

·      
· Cumulative compared with projected, over time and by center.  If accrual is behind schedule, is the investigator making appropriate efforts to get back on schedule?  

·      
· Reasons that eligible subjects refuse participation, overall and by center

·       

· Other comments

·      
· Safety data - adverse events 

· Premature withdrawals from study, discontinuation of treatment; reasons

·      
· Were any subjects unblinded due to an adverse event?

·      
· Deaths by center, treatment group 

·      
· Adverse events and serious adverse events by center and subject 

·      
· Adverse events grouped by body system 

·      
· Frequency of specific symptoms 

·      
· Protocol deviations related to safety 

·      
· Other comments

·      
Evaluation of stopping rules

Reasons for stopping a study before its planned completion include early evidence of efficacy, early evidence of futility, safety concerns, and economic constraints.
What are the stopping rules for the present study?       
Have any of the stopping rules been triggered?  

 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

If YES, please explain actions taken:       
Investigator proposes that study…

 FORMCHECKBOX 
 continue as planned


 FORMCHECKBOX 
 continue with protocol amendments as follows:       
 FORMCHECKBOX 
 suspend enrollment pending further investigation into perceived safety issue as follows:       

 FORMCHECKBOX 
 stop the study based on evaluation of a priori stopping rules       

 FORMCHECKBOX 
 other, please specify:       
Signature of Principal Investigator:       
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