FORM RD-1

MIRB# __________


R&D Committee Initial Review Checklist

Investigator Name:      
Proposal Title:      

Please mark Yes, No, or N/A for each of the following questions.  Add comments after each section as necessary.

1.
Budget:











    
a.
Is the budget acceptable as submitted? 
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A

    
b.
Does the budget provide for reimbursement of all VAPHS costs?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A

Comments:     
2.
Hospital resources involved:


a.
Pharmacy 
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 
b.
Laboratory
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A     c.
Radiology
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 

d.
Nursing
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 

e.
Medicine
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 

f.
Surgery
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 

g.
Other:      
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 

h.
Has the appropriate service line(s) approved use of the above resources?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 

i.
Is use of the above resources acceptable?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 
Comments:     
3.
Space:


a.
Adequate space for research?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A

b.
New space requested?  
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A
c.
If new space is requested, has Director approved? 
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 
Comments:     
4.
Personnel:


a.
Are personnel available, adequate in number, experience and expertise?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO   FORMCHECKBOX 
 N/A




If yes, is this well justified and is space available?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO   FORMCHECKBOX 
 N/A

b.
Is there sufficient involvement of VA staff to insure patient safety?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO   FORMCHECKBOX 
 N/A

c.
Is the allocation of the PI's VA time appropriate for this project?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO   FORMCHECKBOX 
 N/A
Comments:     
5.  Are there any perceived or real institutional or personal conflicts of interest?  
    (If yes, a conflict of interest review may be required.)………………………………….  FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO   FORMCHECKBOX 
 N/A
6. 
Are there any ethical concerns that are not sufficiently addressed?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO   FORMCHECKBOX 
 N/A
Comments:     
7. 
If Human Subjects are involved:


a.
Were all human protection issues adequately addressed by the IRB?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 

b.
Was a data security and privacy review conducted and are appropriate 


approvals in place? 
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A

c.
Do you approve of the IRB actions?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A

d.
Appropriateness:
    

1. Is the risk/benefit ratio appropriate?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A
    

2. If this is a Phase I study, is the risk appropriate for the VA mission?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A
    

3. If this is a Phase IV, single investigator study, does it have scientific validity?  FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A    

4. Does this study compete with other VA studies for patients or resources?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A
    

5. Is this study appropriate for the VA mission?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A    

6. Does this study use non-veteran patients?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A



If yes, is the risk justified?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A


7. Are veteran patients studied off site?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A



If yes, is the risk justified?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A

e.
Overall, is this study appropriate for the VA Pittsburgh Healthcare System?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 
Comments:     
8.
If this study uses an FDA approved drug, will the study sponsor pay for the


drug both during and after the study?
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A 
9.
Does the proposed research preserve the investigator’s right to publish results? 
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A
10.
Are adequate safety measures in place to protect subjects and personnel? 
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A
11.
Was the Sponsored Research Agreement Checklist provided and 

does it indicate all criteria have been met? 
 FORMCHECKBOX 
YES
  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 N/A
12.
Please rate the scientific merit of this proposal:            FORMCHECKBOX 
Excellent        FORMCHECKBOX 
Good         FORMCHECKBOX 
  Fair        FORMCHECKBOX 
Poor

Comments:     
13.
Recommendation:

  FORMCHECKBOX 
  Approve        
 FORMCHECKBOX 
  Contingently Approve        
 FORMCHECKBOX 
  Disapprove        
 FORMCHECKBOX 
  Defer to Committee

Additional reviewer comments / list of contingencies:      
Reviewer name:      



Date: ________________

Reviewer signature: ____________________________________________________
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