The Data and Safety Monitoring Committee Charter
[Name of the study]

1. Introduction

This Charter is for the Data and Safety Monitoring Committee (DSMC) of the National Eye Institute (NEI) funded study entitled [insert name of the study] (hereinafter referred to as the study), [insert grant number and PI name and credentials]. 

[Insert a paragraph to introduce the study, the study design, and the objectives. Name the Study Chair, Vice-Chair, and principal investigator (PIs) of the Data Coordinating Center or Reading Center as applicable. Complete the table below.]

Table. Summary of major features of the study
	Objective	
	

	Trial design
	

	Eligibility criteria
	

	Interventions/Comparators
	

	Primary Outcome
	

	Secondary and Other Outcomes
	

	Sample size
	

	Unit of randomization
	

	Masking
	

	Sample size
	

	Follow-up 
	

	ClinicalTrials.gov Identifier
	

	Other notes
	



The Charter defines the roles and responsibilities of the independent DSMC, its membership, its relationship with other study components, and the purpose and timing of its meetings. The Charter also provides the procedures for ensuring confidentiality and proper communication, the monitoring guidelines to be implemented by the DSMC, and the outlines of the content of the Open and Closed Reports that will be provided to the DSMC.
 
The DSMC for the study will operate under this written Charter, which serves as the Committee’s standard operating procedures (SOPs). DSMC SOPs are based on NEI guidelines. The SOPs demonstrate that procedures were pre-specified, thereby reducing any concerns that operations inappropriately influenced by interim data could bias the study results and interpretation. The NEI guidelines for Data and Safety Monitoring of Clinical Trials can be found at: https://www.nei.nih.gov/grants-and-training/policies-and-procedures/guidelines-data-and-safety-monitoring-clinical-trials 


2. Roles and Responsibilities

The DSMC is an advisory committee whose overall role is to assist the NEI and the study leadership in protecting the interests of study participants and in preserving the integrity and credibility of the study data. The DSMC is an independent group composed of individuals not directly involved in patient care or data collection for the study. The DSMC is responsible for safeguarding the interests of all study participants, assessing the safety and efficacy of the treatment during the study, and for monitoring the overall study conduct. 

The DSMC receives and reviews the accruing data from the study and provides recommendations about stopping or continuing the study. The DSMC may also formulate recommendations to enhance the study’s scientific integrity and timeliness including those relating to the selection/recruitment/retention of participants, their management, improving adherence to treatments, and procedures for data management and quality control.

Key responsibilities of the DSMC include but are not limited to:
· Reviewing and approving documents including: the DSMC Charter, the study protocol, informed consent documents, methods for bias control, statistical analysis plan including methods for handling missing data and final analyses, data and safety monitoring plan including interim monitoring for safety, efficacy, and futility, data table shells, study organizational and operational procedures, study timeline and milestone plan and assessing data quality, including completeness
· Monitoring recruitment and losses to follow-up
· Monitoring compliance with the treatment protocol by participants and investigators
· Evaluating study timeliness and progress toward meeting milestones, and recommending modifications as appropriate
· Monitoring evidence for differences in the main efficacy outcomes
· Monitoring the safety of treatments (e.g., toxicity, adverse events)
· Deciding whether to recommend that the study continues as planned or whether recruitment or treatment should be terminated in some treatment groups
· Reviewing proposed major modifications prior to their implementation (e.g., increasing sample size, dropping an arm based on other study outcomes or toxicity results)
· Suggesting additional data analyses
· Assessing the relevance and impact of external evidence including published reports of related studies submitted by NEI, the study leadership, or DSMC members to determine whether the study needs to be changed or terminated
· Reviewing proposals for sub- or ancillary studies for scientific merit and potential impact on the study
· Ensuring the timely and accurate reporting of main results from the study
· Reviewing and approving the primary study manuscript(s) with regards to determining that the results are fairly presented and the conclusions appropriate, prior to submission for publication(s) or presentation(s)

It is important to note that the DSMC is advisory to the NEI and the investigative group. Any DSMC recommendation to terminate or substantially alter a study will be carefully considered prior to any final decision or action by the investigative group and NEI.

3. Membership of the DSMC

3.1. Members

Members of the DSMC are invited by the NEI Program Director in consultation with the study leadership (i.e. principal investigator(s) or project director(s) [may replace “study leadership” with actual names or titles]). The DSMC is an independent and multidisciplinary group consisting of the following members:

[Insert DSMC Standing Member Roster. Include name, credentials, position, contact information, and institutional/departmental affiliation or area of expertise.)]

[Insert name of the DSMC Chair] is the chair of the DSMC.

In addition, the NEI Program Director and/or a representative attend all sessions of the DSMC meetings. As a steward of public funds for clinical research, the NEI Program Director is responsible for programmatic and administrative oversight of the study and oversight of clinical research monitoring activities which is distinct from the monitoring itself. The NEI Program Director attends the executive session to: respond to questions and provide information; apprise the DSMC of any programmatic considerations related to the study being monitored; ensure that DSMC monitoring conforms to NIH and NEI policy and procedures; follow DSMC deliberations and recommendations; and report back to Institute leadership to ensure that DSMC recommendations are acted upon. The NEI Program Director may provide information but in no way directs the deliberations or recommendations of the DSMC. Ad-hoc members can be assigned by the NEI to the DSMC to address a specific expertise in an area beyond that of the core membership. This could be a one-time requirement, or a longer duration commitment, depending on the needs of the study. Responsibilities and requirements of the DSMC outlined in this Charter apply to both core and ad-hoc DSMC members. 

3.2. Conflicts of Interest

The DSMC membership has been restricted to individuals free of apparent significant conflicts of interest. The source of these conflicts may be financial, scientific, or regulatory in nature. Thus, DSMC members may not be involved in the study, have a vested interest in its outcome, have close personal or professional ties to a study investigator, or have financial ties to any commercial concerns likely to be affected by the study's outcome. If at any time a DSMC member perceives that he/she or another member of the Committee has a potential conflict of interest, he/she is obligated to bring the issue to the attention of the full DSMC for open discussion and resolution (e.g., recusal from a protocol discussion). Any DSMC member who develops significant conflicts of interest during the course of the study should resign from the DSMC. The NEI in consultation with the study leadership will promptly appoint a replacement. 

DSMC members will complete a conflict of interest disclosure form and a statement of confidentiality before their first meeting. Competing interests should be disclosed by all DSMC members. The completed forms will be reviewed by the Study Chair, PI of the Data Coordinating Center, the DSMC Chair, and the NEI Program Director. If any reviewer notes a significant conflict of interest, the reviewer will bring it to the attention of the DSMC Chair and NEI Program Director. If the DSMC Chair determines that a member has a significant conflict of interest that would compromise their ability to serve on the DSMC, the member be replaced. At the beginning of each DSMC meeting, DSMC members will be asked verbally if there are any changes in their conflict of interest status. Conflict of interest forms will be renewed annually.

The DSMC membership is to be constituted for the duration of the study. Before the publication of study primary results, the DSMC members should not discuss information gained from their involvement in the study, unless agreed upon with the study leadership and other DSMC members.


4. Relationships

The DSMC has relationships with study centers as shown in the following organization diagram.
[Insert organization chart or flow diagram showing relationship of the DSMC, relative to NEI, study leadership, Data Coordinating Center, Reading Centers (if applicable), Clinical Centers, Drug/Device Distribution Center (if applicable), etc.]
The DSMC will not make decisions about the study, but rather advise the NEI and the study leadership as to whether a protocol should continue as planned or undergo a modification. The DSMC should not release interim results to the study drug (or device) manufacturer.  Confidential study data must never be used to inform trading in pharmaceutical or device company shares. 

The [Insert name of responsible party, e.g., Data Coordinating Center] is responsible for facilitating members with [specify, e.g., travel and hotel arrangements, payment of travel expenses, and payment of an honorarium]. Reimbursement for travel expenses must conform to the policies of [Insert name of Institution] and NIH. Instructions regarding retaining receipts and other aspects of completing travel expense reports will be provided to DSMC members by the [Insert name of responsible party]. 

4.1. Masking
At the initial organizational meeting, the DSMC will decide if they will be masked to treatment assignment. If the DSMC is not masked, then DSMC reports will identify the treatment group assignment (for the individual, or in aggregate, as applicable). Note that [insert name/roles of any study leadership member who will be masked (e.g., Study Chair). If no members of the study leadership are masked, then provide justification here.] will be masked to treatment assignment.


5. DSMC Meetings

The DSMC will generally meet in person [specify frequency (e.g., once)] a year [and otherwise by teleconference (specify frequency)] throughout the course of the study. Additional DSMC meetings and data reports will be planned when necessary.

5.1. Agenda

Each meeting will have an agenda prepared or approved by the DSMC Chair and circulated to the other members for comments prior to the meeting.

At least one week prior to each meeting, the Data Coordinating Center will send DSMC members a binder of data and other study materials by express mail to allow DSMC members time to review the interim reports before the meeting. To reduce the risk of leaking interim study results, meeting attendees should return the binder of materials to the Data Coordinating Center immediately after the meeting. [Alternatively, and at individual DSMC member’s discretion: At least 10 days prior to each meeting, the Data Coordinating Center will send secure password protected electronic study materials and data to DSMC members. To reduce the risk of the inadvertent disclosure of interim study results, meeting attendees should delete all electronic files at the end of the study and provide confirmation to the Data Coordinating Center that this has been done. Note: if a study does not have a dedicated Data Coordinating Center, please replace with name of the responsible party throughout this template Charter.]

The Data Coordinating Center will be responsible for the preparation of meeting materials, DSMC meeting arrangements and detailed meeting minutes including Action Items.

At the end of each meeting [or teleconference] of the DSMC, the committee will advise NEI and study leadership of its conclusions and recommendations regarding the study. The DSMC Chair will provide the Study Chair’s office and the Data Coordinating Center a letter summarizing the DSMC ‘s review of safety data and recommendations regarding trial continuance. The Data Coordinating Center will then send this summary to each of the participating clinical centers for submission to their local Institutional Review Boards (IRBs) or to the single IRB, as appropriate.

5.2. Organizational Meeting

The DSMC will have an initial organizational meeting before the study starts. This inaugural DSMC meeting will be convened in person and should be attended by all DSMC members, the NEI Program Director, the Study Chair/Principal Investigator, the Data Coordinating Center Principal Investigator and other key Data Coordinating Center personnel. Other study investigators may be asked to attend by the NEI Program Director. 

In this first meeting, the study protocol will be reviewed as required by NEI guidelines, the standard operating procedures for the role and functioning of the DSMC will be discussed, and the format and content of the Open and Closed Reports that will be used to present study results at future DSMC meetings will be discussed. The biostatistician in the Data Coordinating Center will provide the members with background on the statistical and practical aspects of decisions on treatment efficacy or safety before the scheduled end of the study. The overall statistical analysis plan and the plan for safety monitoring will be reviewed. The DSMC members will be advised on the need for confidentiality. The contents of this DSMC Charter will also be reviewed.

5.3. Structure of Interim Meetings

All interim DSMC meetings to review safety and efficacy data will consist of three sessions: open, closed, and Executive sessions. Executive sessions, consisting only of the voting members and the NEI Program Directory, typically will be held at the beginning and end of each DSMC meeting.

5.3.1. Open Sessions

The open sessions may be attended by DSMC voting members, the study leadership (e.g., the Chair of the study, the Vice-Chair of the study, the Principal Investigator of the Data Coordinating Center along with key Data Coordinating Center personnel) and the NEI Program Director. The DSMC Chair may ask other members of the study to attend, as applicable, e.g., the Principal Investigator of the Reading Centers or the Medical Monitor.

Appropriate topics for presentation and discussion include but are not limited to:
· Update on study progress
· Recruitment: overall and by participating site
· Sample size re-assessment based on aggregated event rates
· Plans for future recruitment
· Visit completion: overall and by participating site
· Summary of participant status: overall and by participating site
· Ineligible participants by participating site
· Compliance with treatment protocols
· Other protocol deviations by participating site
· Performance measures, including data quality and timeliness, on the operations of the Coordinating Center, OCT Reading Center (if applicable), and Photograph Reading Center (if applicable)
· Other performance monitoring measures being used
· Baseline participant data: overall and by group, including randomization stratification variables
· Other topics requiring DSMC members’ opinion

5.3.2. Closed Sessions

The closed sessions will be attended only by the voting DSMC members, the NEI Program Director, and key study staff (e.g., Biostatistician [specify name(s)], and [insert names of other personnel, e.g., project director and systems snalyst from the Coordinating Center]. Generally, neither the Study Chair nor Vice-Chair will attend the closed session unless the DSMC decides otherwise. Appropriate topics for presentation and discussion include but are not limited to:
· Randomization by site
· Baseline data (by treatment group, if the DSMC is not masked)
· Visit completion (by treatment group, if the DSMC is not masked)
· Protocol deviations including non-protocol treatment (by treatment group, if the DSMC is not masked) 
· Adverse events (by treatment group, if the DSMC is not masked)
· Outcome data (by treatment group, if the DSMC is not masked)

5.3.3. Executive Sessions

At the discretion of the DSMC, members of the DSMC and the NEI Program Director will meet in Executive Sessions to discuss issues and take formal votes as necessary. Only members of the DSMC and the NEI Program Director or representative may attend.

5.3.4. Voting and Quorum
  
If a formal vote is needed (e.g., recommendation to stop the study for safety or efficacy reasons), then DSMC members (including the DSMC Chair) will vote during an Executive Session. The NEI Program Director attends the Executive Session but is not a standing member of the DSMC and does not vote. Every attempt will be made to identify meeting dates acceptable to the DSMC and NEI. Participants whose absence from an in-person meeting is unavoidable should try to attend by teleconference. At least [Insert number] of the [insert number] standing members of the DSMC must attend, either in person or by teleconference, for a quorum. A simple majority of the standing members carries a motion.  

The DSMC Chair will transmit recommendations, including any dissenting opinions, to the NEI and the study leadership.

5.4. Meeting Minutes

Two sets of meeting minutes will be prepared: the Open Minutes and the Closed Minutes. The Data Coordinating Center will draft the minutes of the sessions attended. Draft minutes will be distributed to the DSMC Chair and NEI Program Director for review before distribution to the full Committee. The full Committee will review and approve the minutes before they are considered final.

The Open Minutes will describe the proceedings in the Open Session and will summarize all recommendations by the DSMC. These minutes may be circulated to others in the investigative group; therefore, it is necessary that these minutes are written in such a way to not unmask the efficacy and safety data if the DSMC is not recommending early termination.

The Closed Minutes will describe the proceedings from the Closed sessions of the DSMC meeting and will include a listing of recommendations by the DSMC. Because it is likely that these minutes will contain unmasked information, it is important that they are not made available to anyone other than people participating in the Closed session. 

5.5. Recommendations to the study Leadership and the NEI

DSMC recommendations will be provided to the study leadership and to the NEI. The DSMC may recommend continuation, modification or termination. If the DSMC recommends a change for participant safety or efficacy reasons or recommends that the study be closed early for slow accrual or other reasons, the Study Chair and Coordinating Center, in collaboration with the NEI, must act to implement the change as expeditiously as possible.  Confidentiality must be maintained during these discussions. 

If a recommendation is made to change a protocol for other than participant safety or efficacy reasons or for slow accrual, the DSMC will provide an adequate rationale for its decision. In the absence of disagreement, the Data Coordinating Center will be responsible for amending the protocol and notifying the clinical centers as expeditiously as possible. It will be the responsibility of the study leadership to notify their IRB(s) or the single IRB of any protocol changes. 

All discussions and any written communications pertaining to decision-making on DSMC recommendations for protocol modification/termination are considered confidential and may not be shared with individuals/organizations outside of the NEI, the DSMC, Data Coordinating Center, and study leadership.

5.6. Absence from DSMC Meetings

Effort should be made for all DSMC members to attend all meetings. Member(s) whose absence is unavoidable should try to attend by teleconference. Absent DSMC members should review the interim report before the meeting and should pass their comments to the DSMC Chair for consideration during the discussions. If the committee is considering recommendations for major action after the DSMC meeting, the DSMC Chair will confer with the absent DSMC member(s) as soon after the meeting as possible to ascertain their concurrence. If needed, a follow-up teleconference will be arranged with the full DSMC.

If a member does not attend a meeting, it should be ensured that the member is available for the next meeting. If a member does not attend a second consecutive meeting, he/she should be asked if he/she wishes to remain part of the DSMC. If a member does not attend a third meeting, he/she should be replaced.


6. Protocol Changes and Ancillary Studies

Prior to the initiation of participant enrollment, the DSMC must approve the protocol and the participant informed consent form.

During the conduct of the study, it may be necessary to modify the study protocol. The DSMC will be notified of all potential protocol changes. DSMC concurrence will be sought on all substantive recommendations or changes to the protocol prior to their implementation. If the DSMC recommends a protocol modification, the study leadership and PI of the Data Coordinating Center, in consultation with the NEI, will be responsible for implementing the change. If the study leadership, PI of the Data Coordinating Center, and/or NEI do not concur with the DSMC’s recommendation, it will be their collective responsibility to work with the DSMC Chair to resolve differences and find a mutually acceptable resolution. All DSMC recommendations for protocol modifications must be accompanied by adequate rationale. In the absence of disagreement with DSMC recommendations for protocol modifications, the study leadership with assistance from the Data Coordinating Center as necessary, will be responsible for amending the protocol and notifying the participating investigators as expeditiously as possible. It is the responsibility of the study leadership to notify the FDA (if applicable) and the IRBs of any protocol changes.

After the main study begins, study investigators may propose ancillary studies. The DSMC will review ancillary study protocols for scientific merit and their impact on the main study.

7.  Safety Monitoring

If applicable, the Medical Monitor, to be named before the initiation of participant enrollment, will bear special responsibility for review of adverse events. All serious adverse events reports will be transferred to the Medical Monitor upon receipt by the Coordinating Center. The Medical Monitor will alert the Study Chair and the chair of the DSMC if there is a safety issue that warrants immediate discussion by teleconference.

The Director of the Coordinating Center will send the DSMC members a compiled report of adverse events prior to each semi-annual meeting. The report will include tabulations of all adverse events plus an individual listing of all adverse events. There will be separate tabulations and listings of the subset of events that are serious adverse events. The Medical Monitor may, at his/her discretion, instruct the Coordinating Center to notify the full DSMC immediately of a serious adverse event, and may request a committee meeting or teleconference prior to its next scheduled meeting. Serious adverse events will be individually listed and detailed.

The following information on serious adverse events will be provided to the DSMC by the Data Coordinating Center:
·   Study Identifier
·   Study Center
·   Participant ID Number
·   A description of the event
·   Date of onset
·   Current status
·   Whether study treatment was discontinued
·   Severity of the event	
·   The reason why the event is classified as serious
· Investigator and Medical Monitor assessment of the association between the event and study treatment

The full DSMC will review all serious adverse events and tabulations of non-serious events during the semi-annual DSMC meeting. The DSMC Chair must provide an annual report for submission to Institutional Review Boards (IRBs) documenting that the Committee has reviewed the safety data with a recommendation for continuation or modification of the study.

[If applicable, insert paragraph describing formal statistical guidelines for stopping or provide rationale for why there is none.]

These rules may be further refined by the DSMC before initiation of the study. They may also revise these rules and/or recommend at any time whether the study should continue per protocol, be further investigated, be discontinued, or be modified and then proceed. 

8. Interim Efficacy Monitoring

Efficacy data from each treatment arm will be provided to the DSMC for evaluation. Results from statistical comparison for non-inferiority between treatment arms will be presented for these reviews. 

[Insert brief description of statistical monitoring approach or provide rationale for why interim analysis is not planned] 

Although consideration may be given to stop the study early because of an apparent beneficial treatment effect, early termination for efficacy will be considered with caution because of the degree of uncertainty with regard to the long term benefit of treatment even if a short term benefit seems apparent prior to the completion of the study.

The study may reach a point where there is sufficient evidence that treatment is not beneficial to warrant a recommendation to stop the study. In such a circumstance, a conditional power analysis may be conducted to assess the probability that additional data collection could produce a sufficiently large difference between groups to conclude that treatment is beneficial. If this probability approaches zero, the DSMC may recommend to the NEI and study leadership that the study be stopped.


9. Other Consideration for Early Termination

The statistical guidelines are only part of any decision to stop a study early. Additional considerations include:
· Whether the results are consistent among various subgroups of participants and across the various clinical centers;
· Whether the results could be explained by imbalances in the baseline characteristics of the groups;
· Whether the results could be biased by participant or examiner expectations;
· Whether the results are consistent across the primary and secondary outcome measures;
· Whether it is likely that the current trends could be reversed if the study were to be continued unmodified; 
· Whether the medical community would question the validity or strength of the results of the study because of early stopping.

If the DSMC recommends termination of the study or recommends that the study be closed early due to slow accrual or other reasons (e.g., the availability of substantially better alternative therapy, numerous compliance issues that would ultimately jeopardize the interpretation of the data, or new information that has become available that would impact clinical endpoints or outcomes, participant health, and overall well-being), the written recommendation will provide a detailed rationale based on interim reports reviewed to date. 

The study leadership and PI of the Data Coordinating Center in consultation with the NEI will be responsible for implementing study termination. It will be the responsibility of the study leadership to notify their IRB(s) or the single IRB of any early termination.  If the study leadership, PI of the Data Coordinating Center and/or NEI do not concur with the DSMC’s recommendation, it will be their collective responsibility to work with the DSMC Chair to resolve differences and find a reach a mutually acceptable resolution.

10. Review of Manuscripts

The DSMC should ensure the timely reporting of main results from the study. The DSMC will review and comment on the study’s primary efficacy and safety manuscript(s). The DSMC’s input will be sought at an early stage of manuscript development. 

The DSMC will review all manuscripts before the main results paper is published. Any secondary manuscripts after the publication of main results paper do not require review and approval by the DSMC, but the DSMC members will receive copies of all such manuscripts for their interest.


11. Amendments to the DSMC Charter

This Charter can be amended as needed during the course of the study. All amendments will be documented with sequential version numbers and revision dates, and will be recorded in the minutes of the DSMC meetings. Each revision will be reviewed and agreed upon by both the NEI and the DSMC.


12. Archiving of DSMC Activities and Related Documents

All DSMC documentation and records will be retained at the Data Coordinating Center until discarded in accordance with NEI guidelines or for a time period of 7 years after completion of the study, whichever is longer. Access to archived data will be controlled by the NEI that will release the information only as specified in this Charter or as required by law.



Note: This draft Charter was modeled after a Charter for the CATT Study1 and is based on guidelines provided by the Data Monitoring Committees: Lessons, Ethics, Statistics (DAMOCLES) Study Group2, Data Monitoring Committees in Clinical Trials3, and the NEI Guidelines for Data and Safety Monitoring of Clinical Trials4,5

1. CATT Research Group, Martin DF, Maguire MG, Ying GS, Grunwald JE, Fine SL, Jaffe GJ. Ranibizumab and bevacizumab for neovascular age-related macular degeneration. N Engl J Med. 2011 May 19;364(20):1897-908. doi: 10.1056/NEJMoa1102673. 
2. DAMOCLES Study Group. A proposed Charter for clinical trial data monitoring committees: helping them do their job well. Lancet 2005; 365:711-22.
3. Ellenberg SS, Fleming TR, DeMets DL. Data Monitoring Committees in Clinical Trials. A Practical Perspective. Chichester, 2002, John Wiley and Sons Ltd.
4. Notice EY-01-002: National Eye Institute Guideline for Data and Safety Monitoring of Clinical Trials. NIH Guide to Grants and Contracts. Published March 26, 2001. Available at https://grants.nih.gov/grants/guide/notice-files/not-ey-01-002.html 
5. Guidelines for Data and Safety Monitoring of Clinical Trials. National Eye Institute website. Updated June 26, 2019. Available at https://www.nei.nih.gov/grants-and-training/policies-and-procedures/guidelines-data-and-safety-monitoring-clinical-trials 

APPENDIX - Example DSMC MEETING AGENDA/BINDER MATERIALS - Open Session Agenda

Minutes of Last Meeting (open session)
Summary/Chronology
· Synopsis of protocol
· Study timeline and current status
Important Issues/Changes in Protocol and Procedures
· Listing/summary of important issues since last meeting
Clinical Sites
· Listing of sites (investigators, location, status)
Recruitment
· Recruitment summary by site by month (table and graphs)
· Recruitment projection
· original projection-time period, # per site
· current projection
Protocol and Procedural Deviations (since last meeting and cumulative)
· Ineligible participants: site, reason
· Compliance with treatment protocol
· Pertinent non-protocol treatments
· Other major and minor protocol and procedural deviations
Code Breaks
· Pertinent procedural issues regarding code breaks (defer revealing treatment group assignment until closed session)
Visit Completion
· Summary of Participant Status
· Current status of each participant tabulated by time period/visit number 
· Visit completion rate overall and by site
· Visit completion rates for last expected visit for each participant by site
Other Measures of Site Performance
· Timeliness and accuracy of form submission
· Quality of imaging
· Summary of outstanding issues from site visits
Measures of Performance for the Data Coordinating Center and Reading Centers 
· Timeliness and accuracy fulfilling responsibilities
· Internal quality assurance measures
Baseline Participant Data
· Demographic and Clinical Characteristics
Other Issues

APPENDIX - Example DSMC MEETING AGENDA/BINDER MATERIALS - Closed Session Agenda (for an unmasked DSMC)

Minutes of Last Meeting (closed session)

Participants Randomized at Each Site by Treatment Group

Baseline Participant Data by Treatment Group

Visit Completion by Treatment Group

Protocol Treatment Compliance by Treatment Group

Adverse Events by Treatment Group
· Treatment-related
· Deaths
· Other pertinent events

Outcome Data by Treatment Group
· Tabulated by visit/time periods
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