Appendix UU	
MASTER HUMAN SUBJECT ENROLLMENT LIST

Investigator:                                                                                          					VA Project ID No:       
Project Title:       

Per VHA Handbook 1200.05:  This master list of  subjects must be kept with the Principal Investigator’s IRB-approved study records in a secure locked file for all subjects for whom informed consent has been obtained.  This list is no longer shared with the IRB.
•   The IRB may determine to waive this requirement when: 1) including the subjects on such a master list poses a potential risk for a  
     breach of confidentiality, and 2) the IRB grants a waiver of documentation of informed consent (example:  a survey).
•   This list will not be submitted to the IRB, but the collective data from this list will be required at continuing review.
Additional Guidance for completing the Master List:
1.   You must keep an ongoing, comprehensive list of all persons consented starting from the beginning of the study until the end.  It is 
       recommended you draw a red line to separate required continuing review reporting periods on the Master List.
2.  Place an “X” in the Withdrew Consent or Failed to Participate column, as appropriate.
3.  Provide the reason for withdrawal or non-participation in the Comments column by inserting one of the following codes:
         1) Screen Failure to participate, 2) Voluntary withdrawal by the subject, 3) Involuntary withdrawal by PI, or 4) other reason.
4.  Use the appropriate abbreviation for the Ethnic/Minority Status:  I = American Indian;   A = Asian or Pacific Islander;   B = Black;  
      H = Hispanic;  W= White;  O=Other, Unknown
     									                                                                                                    		    (For Office Use Only)
	Name (Last, First)
	SSN
(Last Four only)
	Date Consent Signed
	Gender
(M/F)
	Ethnic/
Minority
Status
(Insert abbreviation)
	Member  of Vulnerable
Population
(Place X)
	Withdrew Consent or
Failed to Participate
(Place X)
	Comments
1) Screen Failure 
2) Voluntary  - by subject
3) Involuntary  - by PI
4) Other reason - explain
	Monitoring

	

	
	
	
	
	
	
	

	

	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	



Revised 8/11
Use Continuation page(s) as needed
     									                                                                                                    		    (For Office Use Only)
	Name (Last, First)
	SSN
(Last Four only)
	Date Consent Signed
	Gender
(M/F)
	Ethnic/
Minority
Status
(Insert abbreviation)
	Member  of Vulnerable
Population
(Place X)
	Withdrew Consent or
Failed to Participate
(Place X)
	Comments
1) Screen Failure 
2) Voluntary -  by subject
3) Involuntary - by PI
4) Other reason - explain
	Monitoring
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