Portland VA Medical Center Institutional Review Board

IRQ Appendix K – PVAMC Data Safety Monitoring Plan Form
If this appendix is not being submitted with an Initial Review Questionnaire (i.e., for initial review by the IRB), please complete this section for identification purposes.
Principal Investigator:       
Project Title:       
· Submit this form to the IRB with the initial review materials for all studies that are more than minimal risk.  

· If your study was previously approved and is more than minimal risk, please complete this form and submit with a Protocol Revision/Amendment Form (PRAF) or at the time of Continuing Review.

1. Provide Information about the Monitoring Entity (check one):  

 FORMCHECKBOX 
 Principal Investigator (PI)
 FORMCHECKBOX 
 Independent Monitor

 FORMCHECKBOX 
 Data Safety Monitoring Board (DSMB) or Data Safety Monitoring Committee (DSMC)
 FORMCHECKBOX 
 OHSU Cancer Institute (OCI)
1.1   Monitoring entity member information (not applicable if monitoring entity is OCI)*:
	Name/Role
	Credentials
	Expertise
	Title
	Organization
	Telephone
	E-mail

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


*in the absence of the availability of information about specific members, a general description of the expertise of each member and board make-up will suffice.
1.2   What mechanisms are in place to assure independence of judgment (for example, PIs are asked to verify absence of conflict of interest, or they may not be individuals from the same department or institution):       
2.   Who Monitors the Study
This section describes the responsibilities and roles for gathering and monitoring the data, including data related to unanticipated problems and adverse events.  Describe the roles of the investigators, research coordinators, research sponsor, monitoring entity, statistical consultant, etc. in addressing the following:

2.1  Who records the data:       
2.2  Describe who will verify data accuracy, and by what method (ex: double data entry, outside audit, visual verification, etc.):       
2.3  Explain who will verify that procedures are being conducted per the approved protocol:       
2.4  Explain who will conduct periodic assessments:       
3.  What will be Monitored

Describe the type of data or events that will be monitored, assessed and reported to/by the monitoring entity:       
4.  How will it be Monitored
4.1  Describe the frequency with which the monitoring entity will review and assess the data or events described in these monitoring provisions (e.g., monthly, quarterly, etc.):      
4.2 How will the monitoring entity detect any unanticipated problems per the PVAMC policy on unanticipated problems:       
5.  Criteria for Action
5.1  Describe any specific triggers that will dictate when some specified action, such as reporting or stopping, is required:       
5.2  Describe stopping rules for the study (if applicable):       
6.  Reporting

Describe the following with regard to reporting adverse events and unanticipated problems to the monitoring entity:

6.1 Timeframes for reporting:       
6.2 What mechanism(s) will be used to report? (specify forms or procedures):       
6.3 Who will be preparing and submitting the reports?       
Describe the following with regard to reporting unanticipated problems to the IRB:

6.4 How are the outcomes of the monitoring entity communicated to the IRB, research sponsor and other entities (such as study sites, FDA, etc)?       
6.5 What is the timeframe for reporting (refer to the PVAMC Unanticipated Problems Policy):       
7.  Confidentiality Procedures
Describe the procedures the monitoring entity has in place to ensure confidentiality of the data and respect the privacy of research participants (confidentiality agreements, closed meetings, etc).  Describe procedures for data security:       
8.  Other Relevant Information
Share any additional relevant information here:       
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