University of Minnesota

General Clinical Research Center
Data and Safety Monitoring Plans
Policy: Every protocol supported by the General Clinical Research Center (GCRC) must establish a written plan for monitoring participants’ safety, and data integrity and security.  The data and safety monitoring plan (DSMP) must be commensurate with protocol risks, size and complexity.  The DSMP is considered an element of the protocol, and must be revised as indicated by protocol changes or interim data analyses. 

DSMPs approved by the University of Minnesota Cancer Protocol Review Committee (CPRC) or Protocol Review and Data Use Committee (PRDU) satisfy GCRC requirements, and may be submitted in lieu of the GCRC DSMP.
DSMP Content:  The overall elements of the DSMP will vary depending on the potential risks, complexity, and nature of the protocol.  At a minimum, all GCRC DSMPs must include:
· Assessment of protocol risks;
· Plans for minimizing risks to participants;
· Identification of individual(s)/group responsible for safety monitoring;

· Tests, evaluations, observations to be used in monitoring safety and data;

· Description of how, and at what frequency safety data will be reviewed;
· Scales to be used in ranking adverse event severity and attribution;
· Plans for monitoring data accuracy, timeliness and security;

· Plans for reporting adverse events to the IRB, GCRC, FDA, NIH or other entities
Data and Safety Monitoring Boards:  A data and safety monitoring board is an impartial group of experts who oversee research protocols to:

· Safeguard the interests of research participants; 
· Preserve protocol integrity and credibility;

· Facilitate the availability of timely and reliable protocol findings to the broader community and future patients.

A DSMP should include provisions for a Data and Safety Monitoring Board (DSMB) when:  
· The protocol is high risk,  complex, large or multi-centered;
· The protocol is intended to provide definitive information about the effectiveness and/or safety of a medical intervention;
· Data suggest that the intervention being studied has the potential to induce potentially unacceptable toxicity;

· The protocol evaluates mortality or another major endpoint, such that the inferiority of one treatment arm has implications for safety as well as effectiveness;
· It would be ethically important to stop the protocol early if the primary question is definitively answered, even when secondary questions are not fully answered, or safety information is incomplete.  

Procedure: 
1. Upon GCRC approval of a protocol, the GCRC Research Subjects Advocate (RSA) works with the investigator or a member of the study staff to draft a DSMP.

2. Upon final protocol approval by the Institutional Review Board (IRB), the investigator/study staff member reviews the draft DSMP for discrepancies with the final protocol.  If discrepancies are present, the DSMP is revised to be consistent with the final, IRB-approved protocol, and forwarded to the RSA. 
3. The RSA reviews the plan and either approves it, or brings it to the appropriate GCRC review body for review/comment.  If changes are needed the RSA works with the PI/study staff to finalize the DSMP.  The PI/Study Coordinator and RSA sign and date the final DSMP.

4. The original DSMP is retained by the GCRC.  Copies are forwarded to the PI and IRB.

5. The DSMP is shared with GCRC nursing staff at the time of the protocol inservice. No GCRC visits may occur until the DSMP is approved by the GCRC. 
6. When protocol changes affecting the DSMP occur, the RSA works with study staff to update the DSMP.

7. At the time of IRB continuing review, the RSA forwards a copy of the current DSMP to the PI.   The PI and his/her staff members review the plan, update it as necessary, and return it to the RSA.
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Data and Safety Monitoring Plan

	Protocol:
	

	PI:
	

	DSMP Version Date:
	

	

	A. Risk Assessment/Reduction

	1.
	Study Procedures
	Potential Risks

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	2.
	Expected adverse events:



	3.
	Study risk level

 FORMCHECKBOX 
 Level 1 -  Low risk; no greater risk than that encountered in daily life or routine physician visit

 FORMCHECKBOX 
 Level 2 – Moderate risk - somewhat  greater risk than that encountered in daily life or routine physician visit

 FORMCHECKBOX 
 Level 3 – High risk - Significantly greater risk than that encountered in daily life or routine physician visit


	4.
	Plans to minimize risks to participants:



	5.
	If protocol evaluates an investigational drug or non-approved use of approved drug, provide dose escalation/maximum tolerated dose criteria and stopping rules:


	6.
	List specific stopping rules that would lead to a change in interventions and/or discontinuing a participant from the study.



	7.
	Designated safety contact(s) (Individual(s) immediately available in case of emergency):

	
	Names
	Phone#
	Pager#

	
	
	
	

	
	
	
	

	

	B. Monitoring Plan

	1.
	Monitor Names
	Titles
	Affiliations
	Roles

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	

	2.
	Tests, evaluations, observations to be used to monitor participants’ safety:



	3.
	Frequency of safety monitoring:



	4.
	Tests, evaluations, observations to be used to monitor data accuracy, timeliness, security of study data:



	5.
	Frequency of data monitoring:



	.6.
	DSMB:

	
	Protocol is high risk, complex, large or multi-centered;
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Protocol is intended to provide definitive information about the effectiveness and/or safety of a medical intervention;
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Data suggest that the intervention being studied has the potential to induce potentially unacceptable toxicity
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Protocol evaluates mortality or another major endpoint, such that inferiority of one treatment arm has implications for safety as well as effectiveness
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	It will be ethically important to stop the protocol early if  primary question is definitively answered, even when secondary questions are not fully answered, or safety information is incomplete
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If protocol meets one or more of the above criteria, and/or if PI elects DSMB/Safety Monitoring Committee to monitor safety and data, describe board/committee to be convened.

	
	DSMB/Committee membership:

	
	Name
	Title
	Affiliation
	Role on DSMB

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	Meeting frequency:



	7.
	If no DSMB, how, at what intervals, and by whom will safety data be reviewed?



	8.
	Scales to be used to grade and attribute adverse events:



	9.
	Name/credentials of individual/entity responsible for grading severity and attributing adverse events:


	D. Reporting Plan

	1.
	Describe plans for reporting adverse events to the IRB, GCRC, FDA, NIH, others:



PI/Study Coordinator Signature







Date
RSA Signature









Date
