Last Reviewed: 10/5/04
OKR
Evaluation and Scoring of Special Issues
Human Subjects Issues
Award May Proceed 
Bar to Award:  Must Address Prior to Award
To Impact Scoring*
(applies to all research with human subjects)




Note: IRB approval no longer required at time of review



1. Protection of Human Subjects from Research Risks
No Concerns
Concerns
Absent



Y

2. Data and Safety Monitoring Plan (clinical trials only)
Acceptable
Unacceptable
Absent



Y

3. Inclusion of Women Plan
Acceptable
Unacceptable
Absent



Y

4. Inclusion of Minorities Plan
Acceptable
Unacceptable
Absent



Y

5. Inclusion of Children Plan
Acceptable
Unacceptable
Absent



Y

Biosafety Issues
No concerns
Concerns 




N**

(applies to all research)
Animal Welfare
No concerns
Concerns or




Y

(applies to all research with animals)
or comments
 comments
Protection of the Environment
No concerns
Concerns




N**
(applies to all research)

Data Sharing Plan
Acceptable
Unacceptable
Absent



N

(applies to some research)
___________________________________________________________________________________________

* For proposal reviews: will affect scoring of specific, pertinent review criteria.

** May impact scoring if proposal does not meet explicit requirements or evaluation criteria of the solicitation concerning inclusion or protection , or if there is a clear and egregious concern.

