DOCUMENT F:  DATA AND SAFETY MONITORING PLAN

1. The Data and Safety Monitoring Plan (DSMP) consists of two parts:  
a. The Master DSMP

This document applies to all studies performed within a Consortium. At the time of admission to the DCP Chemoprevention Consortia, Consortia Lead Organizations submitted standardized DSMPs. The documents were reviewed and approved by DCP. Consortia Master DSMPs are maintained on file at DCP, the Consortium Lead Organization, and Participating Organizations.  
b. The DSMP Attachment #1: DSMP Addendum 
This document describes protocol-specific modifications to the Master DSMP. 
2. When submitting a protocol for review (first or subsequent submissions), the following guidelines are to be followed:
a. The DSMP should be referenced in the Protocol Submission Worksheet.  
b. Submission of a Master DSMP is not required for each protocol submission, as DCP has the individual standardized DSMPs on file. 
c. Submission of DSMP Attachment #1 is required when a protocol-specific modification to the Master DSMP is necessary to enhance the oversight of a particular study.
3. If changes to the Master DSMP are applicable to all studies performed by a Consortium, a revised DSMP must be submitted to DCP for review and approval. The revised document should be sent to the DCP Protocol Information Office at NCI_PIO@mail.nih.gov.
4. Additional guidelines regarding the development of the Master DSMP can be found in the NCI Clinical Trials site at: http://cancer.gov/clinicaltrials/conducting/dsm-guidelines.
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