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1. Introduction

This document constitutes the Clinical Science Research and Development (CSRD) Data Monitoring Committee (DMC) Charter for the study entitled “(insert Study title).”  Currently this study is approved for (insert number) years.  However, it is recognized that the end date may change as the study progresses.  
This Charter may be reviewed periodically and updated when there are any changes in DMC or study procedures for the duration of the study. All version updates to this document will be tracked in the table below.

All information contained below is specific to this study, thus will be referred to as “the study” within this document.

	Version Number
	Date Need for Change was Identified
	Details of Change
	Date Change was Finalized

	1.0
	
	Draft Initial Charter
	

	
	
	
	


2. Purpose and Responsibilities of the DMC
The DMC identified in this Charter for the study entitled (“insert Study title”), is primarily responsible for safeguarding the interests of study participants, assessing the safety and efficacy of trial interventions, and monitoring the progress of the study. This DMC will conduct reviews of this clinical trial and recruitment will be monitored every 6 months This DMC will serve as an independent advisory group to the Director, CSRD, and is required to provide recommendations about proceeding with the study initially (as previously approved by the R&D Committee and all applicable subcommittees), continuing the study at subsequent reviews, or stopping the study. The DMC will:

· Review the study protocol, pertinent accessory documents, and plans for data and safety monitoring
· Review methodology used to help maintain the confidentiality of the study data and the results of monitoring by reviewing procedures put in place by investigators to ensure the privacy of study participants 

· Monitor study design, procedures, and events to maximize study safety and minimize risks to study participants  
· Evaluate the progress of the study, including periodic assessments of data quality and timeliness, participant recruitment and retention, participant risk versus benefit, performance of the study site(s), and other factors that may affect study outcome

· Consider factors external to the study when relevant information becomes available, such as scientific or therapeutic developments that may have an impact on the safety of the participants or the ethics of the study 

· Review serious adverse event (SAE) documentation and safety reports and make recommendations regarding protection of the safety of the study participants

· Report to the Director, CSRD, and the Principal Investigator (PI) on issues concerning study safety progress
· Evaluate and report to the Director, CSRD, and the study PI on any perceived problems with study conduct, enrollment, sample size, and/or data collection

· Provide to the Director, CSRD, and the PI, a recommendation regarding continuation conditionally or unconditionally, probation, termination or other modifications of the study based on the cumulative review experience including the observed benefit or adverse effects of the treatment under study; as well as data observations that indicate the likelihood of definitively addressing the goals of the study.
This DMC is responsible for identifying mechanisms for the completion of various tasks that will impact the safety and efficacy of study procedures and overall conduct of the study. 
3. CSRD DMC Organization
The DMC Chairperson and designated reviewers (primary, secondary, and biostatistical) for this study are identified in Table 1 (see Appendix) along with their roles and responsibilities. Refer to Figure 1 in the Appendix for the organizational relationship between this CSRD DMC and study stakeholders.

Committee membership for this DMC is composed of a Chairperson, who is a voting member, and other voting, and non-voting members. Voting members for this DMC may attend closed sessions and will have access to (specify certain data points if there are restrictions) during closed sessions. The Manager for this Data Monitoring Committee will provide an unbiased staff interface for DMC members and the study team. The DMC Manager will work with CSRD Program Staff who prepare the meeting minutes to ensure timely transmission of final committee recommendations to the Director, CSRD, for approval.
4. Communications
Communications between this CSRD DMC and the PI for the study will be conducted through the DMC Manager. All documentation needed for scheduled meetings from the PI will be sent to the DMC Manager no later than 30 days prior to the scheduled meeting day. The DMC Manager will distribute requisite documentation to all reviewers for all scheduled DMC meetings.  The study PI and study team will not communicate directly with DMC members about the study, except when making presentations or responding to questions at open sessions of the DMC. DMC scheduled meetings may occur in person or via teleconference. (See Section 7 for a definition of Open versus Closed Sessions of the DMC.)  The study biostatistician may, however, attend closed sessions when data must be unmasked for committee voting purposes. The PI will communicate with the DMC through the DMC Manager.

At convened meetings, the DMC considers modifications that have been approved or are pending. A copy of all protocol modifications submitted to the local IRB should simultaneously be submitted to the DMC. A copy of all administrative modifications submitted via the PI’s Research Office to CSRD should also simultaneously be submitted to the DMC. These modifications include those affecting extension of the performance period; change in aims, methods, key personnel/effort, and/or budget; addition or replacement of study site or change in site PI; change in PI; PI station transfer; or change in eighths of a PI. While the DMC should be informed, CSRD is the only authority that may grant such special approvals.

5. Conflicts of Interest (COI)
Any real or apparent COI DMC members have with the study are identified at the onset of each review. Prior to each meeting, all members of the DMC will have an opportunity to state whether they have developed any new COI since the previous meeting. As a new COI is identified, it must be documented and provided to the DMC Manager. If a new conflict is reported, the Chairperson and/or DMC Office Staff will determine if the conflict limits the ability of the DMC member to participate in the discussion of the study prior to any committee actions.
6. Scheduling, Quorum, and Organization of Meetings
The purpose of the first meeting for the DMC for this study is to: 
· Amend, review, discuss and sign the Charter, although this may not be accomplished until after the DMC has made its initial recommendations for a study. 
· Provide an overview of study activities as presented by the PI, as well as the study’s safety plan

· Review and make recommendations about the study protocol(s) 

· Determine the type and frequency of study data summaries that must be provided to the DMC for its reviews
· Determine the frequency of formal interim analyses, if applicable, and whether data will or will not be masked to reveal the identity of randomized groups.
In addition to familiarizing committee members with the study and study team at the first meeting, the DMC will determine logistics for following meetings (both in person and teleconferences), which will be documented in Table 2 (See Appendix).

It is expected that all DMC members will attend every committee meeting. However, it is recognized that this may not always be possible. Quorum must be reached in order for an item to be voted on. In order for quorum to be present, greater than 50 percent of committee voting membership is required. This quorum, of over 50 percent of committee members, must include two clinicians and one biostatistician for all voting purposes.
7. Materials and Procedures for CSRD DMC Meetings
The agenda for CSRD DMC meetings will be drafted by the DMC Office in consultation with the PI and study team. 

Progress Report Reviews:

The PI and/or study team will furnish the DMC Office with the following reports, at a minimum of 30 days, before each meeting in order to allow members adequate time to review and prepare. Meeting materials will include the following reports and data:

· Adverse Events (AE) Data

· Serious Adverse Events (SAE) Data

· Unexpected Problems (UP) Data

· Enrollment Data (Actual versus Projected) which will be graphed by the DMC Manager
· Recruitment and Retention Data

· Statistical Analysis of Study Progression.
The DMC will review the above information to ensure proper conduct of the study. The DMC may also apply other metrics in making its assessments such as targeted enrollment versus actual enrollment.
Meeting Procedures:

DMC meetings will be organized into “open” and “closed sessions.” Definitions for each meeting type are included below. The meeting type will be identified by the DMC Manager when he or she provides the DMC Chairperson and members with the meeting agenda.

Open Sessions: These sessions of the committee are open to the PI and the study team. Specific data summaries which will always be outlined at the beginning of the session will be reviewed.  These data summaries will be reported in aggregate format and not by treatment group. The data summaries are prepared by the DMC from information provided by the PI.
Closed Sessions: These sessions will only be attended primarily by DMC voting, advisory and staff members who will discuss confidential data from the study, including information on efficacy and safety by treatment arm if necessary. The DMC may decide whether to remain blinded to treatment assignments during closed meetings. If the closed session occurs on a conference call, steps will be taken to ensure that only the appropriate participants are on the call and to invite others to re-join the call only at the conclusion of the closed session. The PI will not attend closed sessions. The study biostatistician may, at the request of committee members, attend closed sessions when confidential study data is needed in order to evaluate study safety.
Executive Sessions:  These will be held after closed sessions to identify and discuss the DMC’s recommendations to the Director, CSRD.
Minutes for each meeting will be recorded by CSRD Program Staff who will work with the DMC Manager to ensure that they are promptly reviewed by the DMC Chairperson and approved by the Director of CSRD. Minutes of the open sessions will be made available to the PI who is responsible for providing them to the IRB. Minutes also will be made available to the PI’s Associate Chief of Staff/Research.
8. Reporting Requirements for the DMC
Proper records will be collected at each DMC meeting to ensure that there is a physical record of any and all decisions and recommendations. The required documentation for DMC meetings for the study includes the following: 
· Identification of DMC members attending the meeting

· Identification of excused members
· Identification of DMC administrative personnel and Central Office personnel attending the meeting
· Identification of any DMC member COI.
· Notification of changes in membership and next scheduled DMC meeting

· Review of study summary report 
· Issues discussed

· Safety Issues
· DMC recommendations and action items.
CSRD CO Program Staff will be responsible for the preparation of committee minutes that address the above. Minutes must then be reviewed for accuracy in collaboration with the DMC Manager and then endorsed by the DMC Chairperson before being submitted to Director, CSRD, for final approval. Meeting minutes, endorsed by the committee Chairperson, must be submitted to the Director, CSRD within a timely manner, typically 10 working days following a convened DMC meeting. 

Before giving final approval, the Director, CSRD, as sponsor of the research, may decide to contact the PI directly, without DMC Office involvement, to discuss with the PI the recommendation made during the DMC meeting. A copy of the approved minutes, reflecting the Committee’s review, and the requests or recommendation of the Director, CSRD, is then furnished to the PI and the VA facility Associate Chief of Staff/Research.
Once minutes have been endorsed by the Director, CSRD, they are considered final and archived with other DMC documentation. Investigators receive copies of signed and approved minutes from the DMC for open sessions only while the study is actively recruiting.
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Appendix 
Table 1

	Name of Member Reviewing
	Role on DMC 
	Responsibilities

	(insert name) 
	Chairperson of DMC 
	Discussion moderator for meetings of convened DMC 

	(insert name) 
	Voting member 
	Primary Reviewer for initial meeting and ongoing study reports 

	(insert name) 
	Voting member 
	Secondary Reviewer for initial meeting and ongoing study reports

	(insert name)
	Voting member
	Statistical Reviewer for initial meeting and ongoing study reports


Figure 1

Organizational Chart 
The following diagram illustrates the organizational relationship between this CSRD DMC and the stakeholders in the study.

.
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Table 2

	Meeting / Review Type
	Scheduled Time
	Purpose
	Required Attendees

	Initial Meeting
	Prior to enrollment of study participants (insert date)
	· Review charter template and draft in study specific information

· Identify data for review at future meetings and presentation and format data will be presented

· Review protocol including safety monitoring and statistical analysis plan

· Discuss with study team a statistical model that will be used in review and data monitoring
	DMC members identified as primary, secondary, and biostatistical reviewers in Table 1

	Regularly scheduled DMC meetings
	Every 6 months
	· Review of study progress (recruitment/ retention)

· Discussion of amendments and safety monitoring

· Recommendation of study performance
	All DMC members

	Ad hoc Conference calls
	As needed
	
	

	Review of formal interim data analyses (if applicable)
	
	
	

	(Add other necessary meetings)
	
	
	


RECOMMENDATION FROM DMC INITIAL REVIEW
(pertaining to safety or data integrity)
Safety Issues: (insert from meeting minutes editing as needed)
DMC Recommendation and Action Items: (insert from meeting minutes editing as needed)
SAFETY PLAN FOR STUDY (as included in study documents)
(insert)
DATA AND SAFETY MONITORING

Data and safety monitoring for this study will be provided by the Clinical Science Research and Development (CSRD) centralized Data Monitoring Committee (DMC) as described in this charter.  The DMC is provided by CSRD to ensure independent oversight of the safety and integrity of the project. The DMC is an independent multidisciplinary group, whose members have collectively – through research, education, training, experience, and expertise – the requisite knowledge pertinent to the subject areas to be reviewed.  Membership details are available on the CSRD website.  The DMC will provide an ongoing independent evaluation of this study focused on safety and feasibility, including participant accrual and retention, adverse events monitoring, and data analyses.  Meetings will be held two times per year at which time recommendations will be made to the Director of CSRD for endorsement. These recommendations will range from approval to continue (unconditionally or with conditions to be addressed) to probation or possibly termination, if there are problems with enrollment or safety concerns.

REPORTING

AE/SAE reporting will be completed in accordance with VHA Handbook 1058.01. In addition, the CSRD DMC has the following requirements: SAEs must be reported within 2 working days of the time that the investigator or study staff become aware of the event. SAEs and AEs must also be reported twice a year on the DMC progress report form.
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