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Reviewer:      
Funded by VA   FORMCHECKBOX 
 - start at 1.

Other   FORMCHECKBOX 
 - start at A.
	RECOMMENDED CHANGES/MODIFICATION
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	NO
	N/A

	1.
VA – New Submission / Renewal
	
	
	

	(IF THIS IS A RESUBMISSION) does the “Response to Reviewers” (3 page limit) address the critiques?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A. 
Scientific Merit
	YES
	NO
	N/A

	1.
Are explicit novel and specific working hypotheses / key questions in place?  Is testing of the hypothesis and answering key questions likely to produce useful new information?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
Are reasonable specific objectives in place?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
Are the statement of the problem(s), background and underlying rationales clearly stated and appropriate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.
Is the overall knowledge expected from the study significant?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.
Is the research relevant to the VA patient care mission?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	B. 
Work Accomplished
	YES
	NO
	N/A

	1.
If new application (or revision) – Are preliminary data or previous studies included?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
If a renewal application - Is a progress report included?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	C. 
Work Proposed
	YES
	NO
	N/A

	1.
Are the experiments planned adequate to test the hypothesis and answer key questions?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
Do the experiments proposed follow the specific objectives?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
Are the methods proposed sound and sufficient to accomplish the specific objectives?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.
Is the experimental design appropriate and are suitable controls included? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.
Is the number of experiments, human subjects, or experimental animals appropriate and statistically justified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.
Are the expected results, potential experimental pitfalls, alternative tests, and possible interpretations all clearly described?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.
Are the analyses of data and the necessary statistical testing parameters explained in detail?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Is the data security plan adequate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	D. 
Resources
	YES
	NO
	N/A

	1. 
Is the budget appropriate for completion of the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
Will hospital resources be reimbursed?  If not, are the use of these resources acceptable and has the Director approved this use?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
Is the budget acceptable as submitted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	For projects that involve human studies - 
	
	
	

	a) Does the budget include IRB and FHPP costs?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Does the study involve non-standard of care procedures?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Does the budget provide for the reimbursement of all research-related costs?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.
Are available resources adequately described?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a)  Is there adequate space available for planned activities? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b)  Does the investigator have sufficient time to conduct and complete the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c)  Is there an adequate number of qualified staff to conduct the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d)  If additional personnel are requested, does the narrative support the increase?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e)  Is it a reasonable expectation that the number of eligible subjects needed for the study will be available for enrollment, and within a reasonable timeframe?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	E. Other Issues
	YES
	NO
	N/A

	1.
If applicable, does the Human Studies Section adequately address risks, protection from risks and potential benefits?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
If applicable, does the Animal Studies Section adequately address proposed use, choice of species and number required, veterinary care, procedures to limit pain & discomfort, and euthanasia?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
Is there the appearance of a conflict(s) of interest between the research team and the research protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	F. Feasibility
	YES
	NO
	N/A

	1.
Are the proposed experiments technically feasible?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
Do the investigator(s) have the qualifications to conduct this research? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
Are the required facilities and equipment in place or will they be acquired?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.
Are the proposed consultants appropriate, and have they agreed to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.
Is it feasible to conduct the study at the Louis Stokes Cleveland DVA Medical Center?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	QUESTIONS AND/OR ITEMS NEEDING CLARIFICATION

	     



I RECOMMEND: 

 FORMCHECKBOX 

Approvable as submitted [pending subcommittee determinations]
 FORMCHECKBOX 

Approvable with suggestions for improvement [minor changes; No subsequent review required]

 FORMCHECKBOX 

Approvable with conditions [minor changes; Subsequent review/approval by Primary Reviewer(s) or Chair]

 FORMCHECKBOX 

Approvable with conditions [major changes; Subsequent review/approval by Full R&D Committee required]

 FORMCHECKBOX 

Deferral [insufficient information to review the research project]

 FORMCHECKBOX 

Disapproval

Continuing Review period for this submission:

 FORMCHECKBOX 

1 year from Final R&D approval

 FORMCHECKBOX 

Other:  












(Indicate alternative time period – cannot be greater than 1 year from Final R&D approval)

 FORMCHECKBOX 

N/A – Project Disapproval recommended
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