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1. Short explanation recapping the research.

2. Address any issues noted on the WSIRB Review Worksheet

3. Is the research 
A. Minimal Risk
B. Greater than Minimal Risk

4. Vulnerable populations included?
A. Children
B. Prisoners
C. Wards
D. Neonates
E. Pregnant Women
F. Adults Lacking Capacity 
G. Other vulnerable categories (income, disease, limited or nonreaders)

5. If a vulnerable class is included, please make a finding for each class as follows:
A. Did the protocol include this population?
B. Is the Board allowing this population?
C. Although they are included, in the context of this research, does the Board find them vulnerable?
D. If they are vulnerable – are their adequate protections?

6.  If children enrolled also make the following findings:
A. Component analysis necessary?  If yes, determine for each arm of the study.
B. Assent required?  
i. If yes, written or verbal?
ii. If yes what ages?

7. For Adults Lacking Capacity:
A. Assent required?  
i. If yes, written or verbal?
ii. Reason for including/excluding?
8. Consent process will be:
A. Waived – if all or partially waived please note and run through sufficiency with regulations
B. Taken in accordance with all criteria in the consent checklist

Disposition Recommendation:

[bookmark: Check154]|_|	Approve 
[bookmark: Text21]		Recommended approval period:          (1 year maximum)
[bookmark: Check6]|_|	Conditional approval
[bookmark: Text22]Recommended approval period:         (1 year maximum)
[bookmark: Text23]		Approval Conditions:      	
[bookmark: Check7]|_|	Deferral
[bookmark: Text24]Review issues:      
[bookmark: Check8]|_|	Disapprove project
[bookmark: Text25]Review issues:       


1
(Rev. 12/30/2014)
