OVERALL STRUCTURE OF THE STUDY TEAM


The "Overall Structure of the Study Team" attachment is required if you answered "Yes" to all the questions in the "Clinical Trial Questionnaire." This question is optional for all other human subjects research.

Provide a brief overview of the organizational/administrative structure and function of the study team, particularly the administrative sites, data coordinating sites, enrollment/participating sites, and any separate laboratory or testing centers. The attachment may include information on study team composition and key roles (e.g., medical monitor, data coordinating center), the governance of the study, and a description of how study decisions and progress are communicated and reported.
Note: Do not include study team members' individual professional experiences (i.e., biosketch information).

Example:
University of Virginia-Main Site

The University of Virginia is the main site for both Aims 1 and 2 of this proposal.  The Co-PI’s for this proposal are both at the University of Virginia.  Under the supervision of the PI’s the following team members will assist with the trial screening and enrollment, treatment, data collection, follow up, sample processing, and data analysis for both Aims 1 and 2:
· Members of the Surgical Team in the Department of Surgery
· Members of the Radiation Oncology Team in the Emily Couric Cancer Center
· Research Coordinators in the Surgical Therapeutic Advancement Center
· Members of Breast Imaging Team in the Department of Radiology
· Members of the Human Immune Therapy Center in the Department of Pathology
· Members of the Biostatistical Team in the Department of Public Health Sciences

XXX University-Site

XXX University is a participating site for Aim 1 only.  Under the direction of the site PI, members of their team will assist with screening and enrollment, treatment, data collection, follow up and data submission to the data coordinating center.  The following groups from Thomas Jefferson will be involved in the trial:
· Members of the Surgical Team 
· Members of the Radiation Oncology Team
· Members of the Clinical Research Coordinating Team

Clinical Trials Office-University of Virginia-Data Coordinating Center

The Clinical Trials Office (CTO) in the School of Medicine at the University of Virginia is the data coordinating center.  They will manage the data through OnCore, the Clinical Trials Management System.  They will provide reports to the biostatisticians and the Data Safety and Monitoring Committee, manage IRB approvals from both sites and monitor overall enrollment for the PI.  The CTO also provides monitoring services both in person and remote monitoring for both sites.
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UVA Cancer Center Data Safety and Monitoring Committee

The clinical trial for Aim 1 of this proposal is utilizing the University of Virginia Cancer Center Data Safety & Monitoring Committee (DSMC).  The DSMC membership is multidisciplinary and includes physician members (3 oncologist, 1 surgeon, 1 gynecologist/oncologist, and 1 stem cell transplant oncologist), a biostatistician, a pharmacist, 2 nurses and 2 clinical research coordinators.

The DSMC will review the following:
• All adverse events
• Audit results
• Application of study designed stopping/decision rules
• Whether the study accrual pattern warrants continuation/action
• Protocol violations

The Cancer Center DSMC will meet every month for aggregate review of AE data. Tracking reports of the meetings are available to the PI for review. Issues of immediate concern by the DSMC are brought to the attention of the PI (and if appropriate to the PRC and IRB) and a formal response from the PI is requested. Per the Cancer Center NIH approved institutional plan this study will be audited approximately every 12 months. The DSMC may bring issues of concern to the attention of the Cancer Center Protocol Review Committee and/or the IRB. The DSMC may request that the protocol be closed. Criteria for closure of the research may include serious safety concerns and/or reporting violations, non-compliance, or significant accrual problems.
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