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Scientific Review Form
Complete this form to document assessment of human subjects research proposals. The completed form(s) are to be included (where designated) in the IRB electronic application. 
Mayo Clinic Scientific Review Group      
Study Title:      
Principal Investigator:      
Co-Investigator(s):      
Funding Source(s):      
Study Location(s) (select all that apply):
 FORMCHECKBOX 
  Mayo Clinic in Rochester

 FORMCHECKBOX 
  Mayo Clinic in Florida

 FORMCHECKBOX 
  Mayo Clinic in Arizona

 FORMCHECKBOX 
  Multi Center (Institutions other than Mayo Clinic)
Study Summary:      
I. Scientific Merit
	1. Will this study advance the science in this field?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	2. Is the scientific question likely to be accomplished?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	3. Does the study involve established techniques?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	4. Are new methodologies being developed?


If yes please explain:        
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	5. Is this a pilot study (statistical power calculations not required)?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	6. Is this a feasibility study (statistical power calculations not required)?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	7. Is the statistical power sufficient to address the study question?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


II. Feasibility/Resource Availability
	8. Are there existing facilities (or a commitment for such) available?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	9. Are the credentials of study personnel adequate?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	10. Is the time allotted to study personnel adequate for the proposed work?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	11. Are the study aims likely to be accomplished in the time projected?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	12. Is there an adequate population of potential subjects to complete enrollment?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	13. Will this study adversely affect recruitment to another study currently open for enrollment? 


If yes please explain:      
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


III. Human Subjects Protection
All studies that are greater than minimal risk require data and safety monitoring plans                               (DSMP). In some cases, a study might also require a data and safety monitoring board (DSMB)

(For DSMP Guidelines please refer to: http://mayoweb.mayo.edu/irb/documents/IRB10379.doc )
	14. Is the Data and Safety Monitoring Plan adequate?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	15. Is a Data and Safety Monitoring Board (DSMB) necessary? 
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	16. Are safety issues adequately addressed?

If no please explain:      
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	17. Are safeguards in place to adequately monitor adverse events?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	18. Are the risks to subjects reasonable in relation to potential benefits or to the body of knowledge?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	19. Are any changes required to the informed consent document before submission to the IRB?


If yes please explain:      
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	20. Are there any ethical concerns with the protocol?


If yes please explain:      
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


IV. Budget

	21. Are all tests and procedures to be charged to the subjects consistent with standard clinical care?


If no, please explain:      
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	22. Is the study budget appropriate, with all necessary research costs included?
If the answer is no, please explain:      
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


Overall Strengths:      
Weaknesses (if any):      
V. Recommendation
 FORMCHECKBOX 
  Approve 

 FORMCHECKBOX 
  Defer - Revision/clarification required (Define deferral points 1, 2, 3 etc):      
 FORMCHECKBOX 
  Disapprove: (State reasons)     
Name of Reviewer:        Date:      
_______________________________________________________________________

Investigator response to deferral points:      
Deferral response reviewed by:        Date:      
Recommendation: 
 FORMCHECKBOX 
 Approve

 FORMCHECKBOX 
 Disapprove
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