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DATA AND SAFETY MONITORING BOARD (DSMB)

SAMPLE CHARTER

	DATA AND SAFETY MONITORING BOARD CHARTER

	

	Study Title
	

	Principal Investigator
	

	GCRC SPID Number
	

	IRB Protocol Number
	

	

	DSMB Responsibilities and Data to Be Reviewed

	[Example:  “1) Review the research protocol, informed consent documents and plans for data safety and monitoring; 2) evaluate the progress of the trial, including periodic assessments of data quality and timeliness, participant recruitment, accrual and retention, participant risk versus benefit, performance of the trial site, and other factors that can affect study outcome; 3) report on the safety and progress of the trial; etc…”]

	

	Membership

	[Example:  “The DSMB will consist of at least five members including: 1)  Dr. X, Title, Institution –Chair; 2) Dr Y, Title, Institution, 3)… 4)… 5)... Three members will constitute a quorum.  Membership consists of persons completely independent of the investigators who have no financial, scientific, or other conflict of interest with the trial.]

	

	Board Process and Meeting Frequency

	[Example:  “The first meeting will take place face-to-face before initiation of the trial to discuss the protocol, approve the commencement of the trial, and to establish guidelines to monitor the study. Meetings of the DSMB will be held 2 times a year at the call of the Chair. Meetings are attended, when appropriate, by the principal investigator and members of his/her staff. Meetings may be convened as conference calls as well as in person, although the initial meeting and meetings to discuss interim analysis will be face-to-face. An emergency meeting of the DSMB may be called at any time should questions of patient safety arise.]

	

	Meeting Reports

	[Example:  “At least x days prior to a scheduled meeting, a report to the DSMB (including data on recruitment data, protocol violations and deviations, adverse events, laboratory data, etc) will be sent to board members by the investigator’s study staff.  Within x days following the meeting, a report from the DSMB containing recommendations for continuation or modifications to the study will be forwarded to the PI.   It is the responsibility of the PI to distribute the formal DSMB recommendation report to all co-investigators and to assure that copies are submitted to all appropriate institutional and regulatory entities.”]

	

	Confidentiality

	[Example: “All materials, discussions and proceedings of the DSMB are completely confidential. Members and other participants in DSMB meetings are expected to maintain confidentiality.”


Explanatory Notes 

An Internal Data and Safety Monitoring Board (DSMB) is a group of professionals, experienced in clinical care, biostatistics and bioethics who are assembled to provide additional safety and oversight to a clinical study or trial.  As they may be required to view un-blinded data they must be independent to the trial. The names, roles and contact information of DSMB members should be reported to the EC/IRB and also maintained in the sponsor study file along with the DSMB Charter.

The DSMB Charter.

This document should provide a template and guidance for a DSMB charter to be constructed as per the needs of the trial. The following are recommended headings.

1. List of the membership

(Including expertise and contact details and naming the chair)

2. How often the DSMB will meet 

(If by phone, face-to-face, or web-assisted conferencing)

3. Type of safety information that will be assessed

4. How the safety data will be supplied to the DSMB

5. Summary of number and type of safety assessments the DSMB will conduct

(Summary of number and type of interim analyses the DSMB will conduct, and who will conduct the actual analyses (including plans/safeguards to keep any un-blinded data or DSMB analyses confidential)
6. How the DSMB will record the summary of its various meetings


7. How the DSMB will report it’s findings and/or recommendations, and to whom

8. Reference the DSMB charter in the Attachments section of the protocol 

