Stanford University

Scientific Review Protocol for Human Subjects Research              NOT-13   

Research Compliance Office 
(for projects not otherwise undergoing Scientific Review)

Template language for use by IRB Managers to request a “Scientific Review Protocol”
While brevity is useful, clarity is paramount.

1) Name of study 

2) PI and other key investigators or key study personnel

3) Specific source of institutional funding (account number)

4) List of sources from whom you are seeking funds (or have sought funding) for this project

5) Specific aims and basic hypothesis including an explicit primary hypothesis or goal

6) General background (2 page maximum including published preclinical and animal data supporting basic hypothesis, if relevant)

7) Preliminary unpublished data (1 page maximum) 

8) Experimental design and data analysis, including inclusion and exclusion criteria, statistical basis for the number of subjects to be enrolled, the statistical plan for analyzing at least the primary hypothesis, matrix showing procedure plan for each study visit, data safety monitoring plan (4 pages maximum)

9) Significance (1 paragraph or less)

10) Key references
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