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OHSU Data Safety Monitoring Plan for Human Subject Research

Study Title:_      
Principal Investigator:      
eIRB#     
1. Information about the Monitoring Entity:

· Please check the type of monitoring entity (check all that apply):
 FORMCHECKBOX 

Investigator Monitor

 FORMCHECKBOX 

Independent Monitor (including Sponsor’s medical monitor) 
 FORMCHECKBOX 

Data Safety Monitoring Board (DSMB) or Committee (DSMC)

 FORMCHECKBOX 

OHSU Knight Cancer Institute
Monitoring entity member Information (not applicable if monitoring entity is OHSU Knight Cancer Institute)*

	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. (unless this role is filled by the OHSU Knight Cancer Institute)

· Indicate how the objectivity of the monitor is assured (for example, if the monitor is the investigator, the investigator should  verify absence of conflict of interest, or when the monitor is from the sponsor he/sheis neither directly nor indirectly be involved in the conduct of analyses of clinical trials of the product in question).       
2. WHO will Monitor: 

Describe the responsibilities and roles those 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.  Include the following or, if this information is included in the protocol, indicate the page number(s) in the protocol where this information is located:

· Who records the data? 
· Who will verify data accuracy, by what method, and how frequently? (ex: double data entry, outside audit, visual verification) 
· Who will verify that procedures are being conducted per the approved protocol? 
· Who conducts periodic assessments? (Detail assessments in point 4 below)

     
3. WHAT will be Monitored: 

Describe the data or events that will be monitored, assessed and reported to/by the monitoring entity or, if this information is included in the protocol, indicate the page number(s) in the protocol where this information is located. 

     
4. HOW will data and safety be monitored: 

· Describe the frequency with which the monitoring entity will review and assess the data or events described in these monitoring provisions under point 3 (e.g., monthly, quarterly, etc.) or indicate the page number(s) where this information can be found in the protocol.   

· Describe how the monitoring entity will detect any unanticipated problems as defined in the OHSU policy on Unanticipated Problems or indicate the page number(s) where this information can be found in the protocol..

     
5. Criteria for Action (if this information is included in the protocol, indicate the page number(s) in the protocol where this information is located):
· Description of specific findings or events that will dictate when action, such as reporting or stopping the study, will be required.

· Description of stopping rules for the study (if applicable).

     
6. REPORTING (if this information is included in the protocol, indicate the page number(s) in the protocol where this information is located):

Reporting Adverse Events and Unanticipated Problems to the Monitoring Entity:
· Give the timeframe(s) for reporting

· What mechanism will be used to report (specify forms or procedures)?
· Who will be preparing and submitting the reports?

     
Reporting Unanticipated Problems to the IRB:

· How are findings of the monitoring entity communicated to the IRB, research sponsor and other entities (e.g. study sites, FDA, etc.)?
· What is the timeframe for reporting to the IRB (refer to Unanticipated Problems Policy for required reporting timeframes to the IRB)?
     
The following sections are optional:

7. Confidentiality Procedures:
Describe the procedures the Monitoring Entity has in place to ensure confidentiality of data and respect the privacy of research participants.  (Confidentiality agreements, closed meetings, etc.)  Describe procedures for data security.

     
8. Other Relevant Information:
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