VA New York Healthcare System Institutional Review Board

HSQ Appendix K – Data and Safety Monitoring Plan 
Principal Investigator:       
Project Title:       
Date Form Completed:       
All prospective studies must have some type of data and safety monitoring plan. Please answer the following:
1. What safety information will be collected (including information on serious adverse events)?      
2. How will safety information be collected (e.g., with case report forms, at study visits, telephone calls to subjects, etc.)?      
3. How frequently will safety data be collected?      
4. At what point in the study will safety data collection begin (e.g. after participant signs consent)?      
5. How frequently and by whom will cumulative safety data be reviewed (e.g., by a DSMB quarterly, by the PI weekly, etc.)?      
6. Who will have oversight over the safety data?      
7. Describe the individual or group that will monitor the data and safety of the protocol (e.g., the principal investigator, an independent monitor, a Data Safety Monitoring Board, etc.):        
7.1 If the study does not have a data monitoring committee or equivalent, what statistical tests for analyzing the safety data to determine if harm is occurring will be used?       

8. If a group will monitor the data and safety of the protocol, provide a general description of the expertise of the membership and/or the board/group as a whole:      
9. What mechanisms are in place to assure independence of judgment of those monitoring the study (e.g., PIs or monitoring group members verify absence of conflict of interest, or they may not be individuals from the same department or division as the PI, etc):       
10. Will this research be conducted under a Department of Defense (DoD) Addendum? 
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 Skip to 11
10.a. If yes to 10, is this study greater than minimal risk? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

10.b. If yes to 10.a., name the independent research monitor who will have the authority to stop the study, remove individuals from the study, and take any steps necessary to protect safety and well-being of participants until the IRB can assess.      
11.  Explain in what manner and how frequently the PI will verify that data are being collected according to the protocol (e.g., participation in all study procedures, periodic review of patient records for protocol compliance, meetings with study staff, etc.):       
12.  What conditions, outcomes, or events would trigger an immediate suspension of the study or stopping the study prematurely (e.g., efficacy proven, halted by DSMB due to unforeseen safety data, etc.)?       
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