


NIH Human Subjects Worksheet 
Please complete the questions on this sheet and note the uploads needed (listed on the bottom of page) 

 
Study Title: 
 
Is this Study Exempt?  If yes, provide Exemption Number: 
 
Does the study involve human participants?  
Are the participants prospectively assigned to an intervention?  
Is the study designed to evaluate the effect of the intervention on the participants?  
Is the effect that will be evaluated a health-related biomedical or behavioral out-come?  
 
If you answered “Yes” to all of the previous 4 questions, there is an additional section(s) that need to be completed. Please see the 
instructions in Section 4 – Protocol Synopsis in the NIH Application Guide and provide this information to your administrator. Also, 

please consult the FOA if any Other Clinical Trial-Related Attachments are required (Section 5 of the application) 
 
 
Conditions or Focus of Study (up to 255 characters) 
 
 
Inclusion/Exclusion Criteria (up to 15,000 Characters) 
 
 
 
 
 
 
Age Limit: Minimum Age  Maximum Age 



 
UPLOADS 
 Inclusion of Women, Minorities, and Children 
 Recruitment and Retention Plan 
 Study Timeline 
 Protection of Human Subjects 
 Data and Safety Monitoring Plan: Required for Clinical Trials (answered “Yes” to all the questions at the top of this   
  worksheet) and other studies that have significant risks to participants. 
 Overall Structure of the Study Team: Required if you answered “Yes” to all the questions at the top of this worksheet. 
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