GENERIC DATA SAFETY AND MONITORING PLAN FOR LINEBERGER PROTOCOL TEMPLATE


Data Monitoring and Safety Plan

The principal investigator will outline a schedule of data and safety monitoring meetings for LCCC investigator-initiated trials and other trials without established data and safety and monitoring mechanisms.  Meeting frequency should be appropriate to the protocol, its activity, accrual, and risk/complexity score.   The criteria for assignment of a risk and complexity score is outlined in LCCC Institutional Data and Safety Monitoring Plan,  approved by the National Cancer Institute on January 9, 2002  (http://cancer.med.unc.edu/research/PRC/dsm.html). 

These meetings will include the investigators and/or other study personnel, including but not limited to protocol nurses, clinical research associates, regulatory associates, data managers, biostatisticians, and any other relevant personnel the investigator may deem appropriate.  At these meetings, the research team will discuss:

· Participant safety (AE reporting)

· Dose escalation, advancement from phase, and stopping rules (as appropriate)

· Data validity, integrity, and completeness

· Enrollment, retention, and protocol adherence

The team will produce summaries or minutes of these meetings. The summaries will be signed by the principal investigator and one/or more co-investigators.  These summaries will be available for inspection when requested by any of the regulatory bodies charged with the safety of human subjects and the integrity of data including, but not limited to, the oversight (School of Medicine) Institutional Review Board, the Oncology Protocol Review Committee or the School of Medicine Data Safety Monitoring Board.  

The principal investigator will submit the signed summaries, together with formatted reports [using study appropriate forms ] to the Data Safety and Monitoring Subcommittee (DSMS) for review.  The reports will be reviewed at the time of the appointed meeting schedule established by this committee.  Following review, the DSMS will report its recommendations, together with the principal investigator report, to the Oncology Protocol Review Committee [(O)PRC].  These reports will be reviewed by the PRC at the time of the study's annual IRB renewal.  When warranted, the PRC and/or DSMS will have the prerogative to request additional information.

