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As an aid in preparing the budget section of a grant application, this document provides guidelines for budgeting for these activities which may involve utilizing a Safety Officer or a Data and Safety Monitoring Board. For additional information see NIA Guidance on Clinical Trials.

Safety Officer - advises NIA Program staff and the Principal Investigator (PI) regarding participant safety, study risks and benefits, scientific integrity, participant recruitment, and ethical conduct of a study. The cost estimate for the Safety Officer will depend on the expected recruitment/enrollment rate, number of adverse events (AEs) and serious adverse events (SAEs) anticipated in the study, and other criteria that may impact the time commitment and level of review required (e.g., frequency of review, or expected number of AE/SAEs). For budgeting purposes, consider the cost of compensating the Safety Officer with consideration for the study parameters and for the cost of preparing and transmitting materials and reports. 

Data and Safety Monitoring Board - is appointed by and reports to the NIA. The Data and Safety Monitoring Board (DSMB) is expected to meet regularly (e.g., every six to nine months).  The meetings are often conducted via teleconference call but may be held in person.   The frequency, format and type of meetings for specific studies will be determined by NIA in consultations with the DSMB. 

The grant budget should include funds for DSMB support and compensation for DSMB members. DSMB support costs include study staff time for scheduling meetings, preparing DSMB reports, traveling to DSMB meetings, and participating in the meetings. Support costs also include telecommunication costs, travel expenses for study staff and DSMB members (for in person meetings). When estimating travel, assume meetings will be held in the Washington, D.C. area. DSMB members should be compensated for their time for review of the study materials and participation in the meetings at up to $1,000 per year depending upon the type and complexity of the study. 



Last Updated 02May2019		1
