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Name of Researcher: ____________________
Proposal Identification: ____________________
Date:______________________

Reviewer:_____________________________
Date of Review: ___________________________
	
Proposal Classification (Check appropriate box):   

	Minimal Risk: No Subject Engagement
	

	Minimal Risk with Subject Engagement
	

	Greater than Minimal Risk Studies with Subject Engagement
	



Section I: Scientific Merit
A. Background supports the proposed study
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

B.  The protocol provides well-framed, testable hypotheses and/or well-framed study aims
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

C.  Study design and strategies are adequate to test the hypothesis and/or to achieve study aims
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

D. The analysis plan and methods are adequate to test the hypothesis and/or to achieve study aims
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

E. The proposed research may provide societal benefits
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Section II: Risk Identification and Management
A. Foreseeable risks to research participants have been identified and described
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

B. Reasonable means to mitigate risks have been employed
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

C. Data and safety monitoring procedures are appropriate to the design, specific risks and risk level of the study, and are adequate to safeguard the rights and welfare of study subjects
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Section III:  Investigator Qualifications / Resources
A. The investigative team has the necessary skills and experience to bring the research project to a successful conclusion
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

B.  The Investigator has time and resources to conduct the research, including study treatments and / or data collection strategies
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
C. The Investigator has a process to ensure adequate training and supervision of the study team
Yes / No ______________
Comments: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Summary:
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
 Scientific Review – Human-subject Research	Page 1 of 4

