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SCIENTIFIC REVIEW OF RESEARCH INVOLVING HUMAN SUBJECTS

DIRECTIONS: Use this form to evaluate the scientific merit of a study being proposed here at Saint Luke’s Hospital. For all investigator initiated studies, it is Saint Luke’s policy that an individual who is not part of the study team must evaluate the scientific merit of the research before it is submitted to and reviewed by the IRB. Please submit this to your department director to be completed before you submit to the IRB and include the completed form with your submission. 
Name of Principal Investigator:










Protocol Title:












1. Does the knowledge expected to be gained from this study have scientific importance? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

2. Is the rationale for the study clearly stated and is the rationale scientifically sound?    
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

3. Are the specific aims and objectives of the study clearly stated, methodologically sound, and measurable?









 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

4. Is the study design scientifically able and appropriate to achieve its stated objectives? 


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

5. Does the research use procedures that are scientifically acceptable, that are appropriate to the study, and that do not expose subjects to unnecessary risk(s)?




 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
6. Are the principal investigator and any other members of the research team well-trained, qualified, and sufficiently experienced to conduct this study?





 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

7. Are the data to be collected necessary to meet the objections of the study? 


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

8. Are study facilities and resources adequate and appropriate for safe conduct of the study?

  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

9. Are statistical considerations, including sample size, estimated accrual and duration,
 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

and statistical analysis clearly described, adequate, and appropriate for the study objectives?

Based on this review, the scientific merit of this proposal is:  FORMCHECKBOX 
 Confirmed  FORMCHECKBOX 
 Not Confirmed
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