Institutional Review Board 

                
Review Form


INSTITUTIONAL REVIEW BOARD

REVIEW REPORT 
1. Name and Address (Campus) of Principal Investigator (PI):       

2. PI's Campus Telephone #:      


3. PI's Department:      

4. Title of Project:      
5. Assigned IRB Protocol #      
6. Anticipated ending date of research project:      
    Do you want your approval to continue past this date?  FORMDROPDOWN 

    New anticipated ending date:      
7. Please mark with a "X" the items that apply to your research: 
	 FORMCHECKBOX 
  Abortuses/Fetuses
	 FORMCHECKBOX 
  Minors
	 FORMCHECKBOX 
  Prisoners

	 FORMCHECKBOX 
  Pregnant Women
	 FORMCHECKBOX 
  Normal Volunteers
	 FORMCHECKBOX 
  Mentally Retarded

	 FORMCHECKBOX 
  Mentally Disabled
      (Under Family Care)
	 FORMCHECKBOX 
  Patients
	 FORMCHECKBOX 
  Institutionalized 
      Mentally Disabled

	 FORMCHECKBOX 
  HIV Testing
	
	


8. Our records indicate that subjects from the VA Medical Center have participated in this research project.   FORMDROPDOWN 



9. Please mark with an “X” the items that apply to your research.

	 FORMCHECKBOX 
  Investigational New Drugs
	 FORMCHECKBOX 
  Approved Drug Being Used for an Unapproved Use

	 FORMCHECKBOX 
  FDA Approval Drug(s)
	 FORMCHECKBOX 
  Investigational New Devise

	 FORMCHECKBOX 
  None of the Above
	


10. Please mark with an “X” any other entities involved in your research.  
	 FORMCHECKBOX 
  Federal
	 FORMCHECKBOX 
  Industry (other than pharmaceutical)

	 FORMCHECKBOX 
  State
	 FORMCHECKBOX 
  Pharmaceutical Company

	 FORMCHECKBOX 
  Internal University Grant Program
	 FORMCHECKBOX 
  Private Foundation/Association

	 FORMCHECKBOX 
  Not Applicable
	


11. Is this research part of a NIH-sponsored multicenter clinical trial?  FORMDROPDOWN 


12. List any facilities used outside UDM.      

13. If there have been any changes in key personnel since your last review, please list the Name and Responsibility in Project for each person.      

14. Provide a brief description of your preliminary results.      

15. Number of volunteer subject withdrawals (drop outs) and reasons given for withdrawing.     


16. Estimated number subjects at completion:        Age level of subjects:      

17. Project funding source:      

18. Total number of subjects to date:       Total number of subjects the last twelve months:      

19. Unless the requirement was waived by the IRB, a signed copy of the approved consent form should have been obtained from each of the volunteer subjects in the study. Has this requirement been met?  FORMDROPDOWN 


20. Where are the records containing the signed consent forms located?      

21. If no volunteer subjects were enrolled during the last 12 months, submit two copies of the currently approved consent forms. If volunteer subjects have been enrolled during the last 12 months, submit two copies of the signed consent forms for each of the two volunteer subjects most recently enrolled in your study. 
 
22. If substantive changes need to be made in the original protocol, on additional sheets describe briefly the 
changes and explain why they are essential. [NOTE: No material changes in the research procedures should have occurred since the previous IRB review. Approval from the IRB must be obtained before implementing any material changes.] 

23. Have any significant new findings developed during the course of the research which may relate to volunteer subject's willingness to continue to participate?  FORMDROPDOWN 

If yes, describe the new findings and discuss their implications for volunteer subject participation.     

24. Since the previous IRB review, has any adverse reaction or fatality occurred to a volunteer subject during the research procedure which was not reported to the IRB?  FORMDROPDOWN 



25. Does your protocol fall under the review of the Food & Drug Administration (FDA)?  FORMDROPDOWN 

If Yes, please respond to items 22 and 23. 

26. Has your research protocol been audited by an FDA representative since the last IRB review?  FORMDROPDOWN 


27. If Yes, was a FDA 483 issued?  FORMDROPDOWN 
  If Yes, please include a copy with this form. 

28. Additional Certifications:
Complete only if research is being submitted to or supported by an extramural funding agency. Check the following, if needed: 
 FORMCHECKBOX 
 HHS Protection of Human Subjects Assurance/Certification/Declaration  FORMCHECKBOX 
Other (Please attach) 

Principal Investigator
Signature:_____________________________________________________________ Date:____________
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