Data & Safety Monitoring Committee
Letter of Agreement

Protocol Title:

Principal Investigator:

Department:

This agreement acknowledges that the above referenced protocol has been referred to the Data & Safety Monitoring Committee (DSMC) by ________________________.  Oversight of the study will occur in the following manner:

1. The study will be monitored by the DSMC on a _______________ basis.
2. During the study the PI is responsible to promptly report serious adverse events to the Human Subjects Committee, with copies sent to the Chair of the DSMC.

3. For each __________ review, the PI will summarize study activity to date and report all adverse events, as defined on the sample forms attached, not just those designated “serious”.

4. The DSMC will assess data quality, adherence to study protocol, recruitment and consenting procedures, accrual and retention, and adverse events, via reports submitted by the PI.  In addition, relevant new scientific developments as appropriate, and any other information deemed necessary and requested by the DSMC also will be reviewed.

5. In addition to decisions based on the investigator’s pre-specified stopping rules, the DSMC reserves the right to recommend modification or termination based on data submitted under the terms of this agreement.

6. Following the ​​​_________________ review, the DSMC will report to the (referring body) on its recommendation that the study be: (a) continued as planned, (b) modified, or (c) terminated.

_____________________________________________________
______________________

PI Signature







Date

_____________________________________________________
_______________________

Chair, Data & Safety Monitoring Committee



Date
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