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1 STUDY OVERVIEW
· Trial sponsor: 
· Trial Funder:
· Trial Type:

· Number of subjects: 
· Number of sites: 
The role of the DSMB
· The DSMB has oversight of any primary data collected from participants, including qualitative data.   For blinded/masked trials, the DSMB is the only body involved that may have access to the unblinded comparative data.
· The role of the DSMB members is to monitor these data and make recommendations to the Steering Committee on whether there are any ethical or safety reasons why the study should not continue.
· The DSMB should uphold the safety, rights and well-being of the study participants: these are paramount considerations.
· The DSMB should consider the need for any interim analysis advising the Steering Committee regarding the release of data and/or information.
· The DSMB may be asked by the Steering Committee, Study Sponsor or Study Funder to consider data emerging from other related studies.
· There are also rare occasions when the DSMB chair might be asked by the Study Funder, through the chair of the Steering Committee, to provide advice based on a confidential interim or futility analysis if serious concerns are raised about the viability of the study or if the research team are requesting significant extensions. 

· Criteria should be agreed (where appropriate) relating to the point at which continuation of the study is considered futile, and in case of a randomized trial, the DSMB would only indicate if these had been passed or not to protect blinded trial members.
2   STATEMENT OF PURPOSE  
2.1 Purpose of Data and Safety Monitoring Board 

An independent Data and Safety Monitoring Board (DSMB) has been convened to assess the progress of the clinical trial, the safety data, and provide recommendations to the Trial Steering Committee.  The members of the DSMB serve in an individual capacity and provide their expertise, including recommendations regarding the continuation, modification, or termination of any or all arms of the study.  The DSMB will review cumulative study data to evaluate safety, study conduct, scientific validity and data integrity of the study.  
2.2 Purpose of DSMB Charter

The purpose of this charter is to define the roles and responsibilities of the DSMB, delineate qualifications of the membership, describe the purpose and timing of meetings, provide the procedures for ensuring confidentiality and proper communication, and outline the content of the reports. This charter will serve as the Standard Operating Procedure (SOP) for the DSMB.  The DSMB will be independent of the sponsor, regulatory agencies, Research Ethics Committees, and investigators. 
3 DSMB MEMBERSHIP

· DSMB members will sign confidentiality agreements covering DSMB activities.

· The Committee will be composed of a minimum of three members (inclusive of the DSMB Chair).  
· All members of this DSMB have voting rights with the Chair holding a casting vote in the case of a split opinion.
· Quorum – A quorum will occur when three members are present.  Attendance to DSMB may be either face-to-face or virtual via teleconference/video capture.
·    Each DSMB member will be expected to serve for the duration of the trial.  In the unlikely event that a member is unable to continue participation, the reason will be documented, and a replacement will be selected by the sponsor/CI.
4 COMPOSITION OF THE DSMB 
· All DSMB members are to be independent with at least one member being UK based and/or holding a substantive UK based appointment.
· Membership of the DSMB should be small (3-4 members) and comprise experts in the field, e.g. a clinician with experience in the relevant area and expert statistician.  Membership may on occasion include members of the public. 

The members of the DSMB are as follows:

	NAME
	ROLE
	EXPERTISE

	
	Chair
	Clinician with experience in relevant area 

	
	Independent Statistician
	Expert Statistician 

	
	Independent clinician
	Clinician 

	
	
	Additional member 


Constitution of the DSMB

Only appointed members will be entitled to vote.

· The minimum quoracy for a meeting to conduct business is 67% (two thirds) of appointed members.
· The Chair and members must sign and maintain a log of potential conflicts and/or interests.
· Attendance at DSMB meetings by non-members is at the discretion of the Chair.
· The primary DSMB reporting line is via the Chair to the Trial Steering Committee.
5 INDEPENDENCE OF THE DSMB

It is essential that the judgment of members of the DSMB not be influenced by factors other than those necessary to maintain subject safety, and to preserve the integrity of the trial.  Independence is essential to ensure that DSMB members are objective and capable of an unbiased assessment of the study's safety and efficacy data.  The following will ensure the independence of the DSMB:

Members of the DSMB will not participate as investigators in any study under review and will not be supervised by study investigators.
Members of the DSMB must not have a direct interest in knowing or influencing trial outcome or have a financial or intellectual interest in the outcome of any studies under review.
DSMB members must disclose all pharmaceutical companies, biotechnology companies, and CROs in which they hold financial interest.  Members must disclose all consultancies (direct or indirect) with pharmaceutical companies, biotechnology companies, funding body affiliations and CROs.

· By agreeing to be a board member, the member is stating that there is no conflict of interest with regard to the trial under review by the DSMB and will sign confirmation of this at appendix A.
· Examples of potential competing interests are shown in Table 1 but are not an exhaustive list.
Table 1 List of potential competing interests

	· Stock ownership in any commercial companies involved in the trial

	· Stock transaction in any commercial company involved (if previously holding stock)

	· Consulting arrangements with the sponsor

	· Frequent speaking engagements on behalf of the intervention 

	· Career tied up in a product or technique assessed by trial

	· Hands-on participation in the trial

	· Involvement in the running of the trial

	· Intellectual conflict e.g. strong prior belief in the trial’s experimental arm

	· Involvement in regulatory issues relevant to the trial procedures

	· Investment (financial or intellectual) in competing products

	· Involvement in the publication


6 RESPONSIBILITIES OF THE DSMB

The responsibilities of the DSMB and its members are:
To evaluate, for this specific trial, the safety of those trial subjects recruited and to make recommendations to the Trial Steering Group on the continuation of recruitment, or any other such recommendations relating to the safety of the trial participants, the scientific validity of the trial and the integrity of the trial data. 
To consider factors external to the study when relevant information becomes available, such as clinical; scientific or therapeutic developments that may have an impact on the safety of the participants or the ethics of the study.
To review all documents provided in the DSMB data review reports upon receipt.
To review data on participant recruitment, accrual, and retention, as well as assessments of data quality, completeness, and timeliness.
Protect the confidentiality of the study data and the DSMB discussions.
To make recommendations to continue, modify, or terminate the study depending upon safety assessment.
· Operate according to the procedures described in this charter and all procedures of the DSMB.   

· To immediately report any conflicts of interest that may arise during the term of their membership.
· Maintain documentation and records of all activities as described below (see DSMB Meetings, DSMB Reports).
7 DSMB CHAIR RESPONSIBILITIES 
The following responsibilities are those of the DSMB Chair:

Serves as a voting member.
Facilitates the meetings, assists in the development of the agenda, and ensures that the meeting minutes and recommendation(s) are appropriately documented.
Serves as the primary contact person for the DSMB.
Reviews and approves the Charter

Ensures that those involved in the day-to-day management of the study are excluded from DSMB voting procedures.
Discusses DSMB recommendations with appropriate members of the study team.   
Takes and maintains minutes from DSMB sessions or delegates another member to do so.
8 MEETINGS OF THE DSMB
8.1  Communications
The Clinical Project Manager will be the point of contact for all communication between the DSMB and the trial sponsor and trial funder.
8.2  Meeting Format 
To be organised as required by the DSMB chair.
8.3  Materials and meeting reports 
To be requested by the DSMB chair to the Clincial Trial Manager allowing sufficient time for these reports to be prepared.  Please note that all data forming DSMB reports must be subject to 100% data validation prior to DSMB reports being generated.
8.4  Minutes 
A formal report of the meeting minutes containing recommendations for continuation or modification of the study will be prepared by the DSMB Chairperson or designee.  A draft report will be sent to the DSMB members prior to distribution to the sponsor.  DSMB members will have 5 days to review and respond to the draft report.  The full report along with any recommendations will then be sent to the Clinical Project Manager/Sponsor.  It is the responsibility of the Clinical Project Manager/Sponsor to distribute recommendations to the investigator.  
9 RECOMMENDATIONS
The DSMB can recommend that the current study continue without modification, continue with specified modifications, discontinue one or more arms of the study, or halt or modify the study until more information is available.
10 STUDY REVIEW CRITERIA/STOPPING RULES AND GUIDELINES
10.1 Stopping Criteria

The following is stated in the currently MHRA approved version of the protocol:  XXXX
The DSMB will review data related to individual stopping criteria as detailed in the study protocol.  The DSMB may recommend modifications to individual stopping rules if additional safety concerns arise during from their continuing reviews of the study data.  
The DSMB may also recommend stopping the study should it becomes clear that successful completion of the study is not feasible (e.g. there is an excess of patient dropout, missing data, lack of recruitment etc.).
11   AMENDMENTS TO THE CHARTER 
This DSMB charter can be amended as required during the course of the study.  Information to be included as amendments will be any modifications or supplements to the reports prepared for the DSMB, as well as amendments to other information addressed in this charter.  

Royal Papworth Hospital NHS Foundation Trust will approve all changes to the charter. All amendments will be documented with sequential version numbers and revision dates and will be recorded in the minutes of the DSMB meetings. All versions of the charter will be archived in accordance with this document (see Document Retention section). 

12 COMPLETION OF DSMB ACTIVITIES
DSMB activities will be completed in the event of any of the following:

· The DSMB have made the recommendation to stop the trial for any of those reasons outlined at section 10, and this recommendation has been upheld by the Trial Steering Committee.

· The last subject has completed participation in the trial and the final DSMB meeting has been completed with all appropriate documentation finalized and forwarded to the Clinical Project Manager of the trial.  
13 DOCUMENT RETENTION 
All documentation produced for and by the DSMB must be forwarded by the DSMB chair, at completion of each meeting and once minutes have been finalised and approved, to the Clinical Project Manager for inclusion in the Trial Sponsor File.  Retention and archiving will be in line with that for the Trial Sponsor File.
14 CONFIDENTIALITY 
All data provided to the DSMB and all deliberations of the DSMB will be privileged and confidential. The DSMB will agree to use this information to accomplish the responsibilities of the DSMB and will not use it for other purposes.  
15 FORMAT OF DSMB REPORTS

The DSMB will convene once …
The DSMB report will contain …
Appendix A:  DSMB Member Signature Page
Potential competing interests of Data AND SAFETY Monitoring BOARD members 
_______________________________________________________________________________________

Please complete the following document and return to the Clinical Trial Manager

(Please initial boxes to agree)

	
	I have read and understood the DSMB Charter version X dated DD/MM/YYYY

	
	I agree to join the Data and Safety Monitoring Board for this trial

	
	I agree to treat all sensitive trial data and discussions confidentially


The avoidance of any perception that members of a DSMB may be biased in some fashion is important for the credibility of the decisions made by the DSMB and for the integrity of the trial.

Possible competing interest should be disclosed to the DSMB chair and sponsor.  In many cases simple disclosure up front should be sufficient.  Otherwise, the (potential) DSMB member should remove the conflict or stop participating in the DSMB.  Table 1 lists potential competing interests.

	
	No, I have no competing interests to declare

	
	Yes, I have competing interests to declare (please detail below)


Please provide details of any competing interests:

Name (print): 
________________________________________

Signed: 

________________________________________  


Date: 

______________
__________________________
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