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Name of P.I.:						MIRB#: 		Date:

Title of Study:

1. Is the amendment being submitted for expedited review?		
|_| NO		
|_| YES.  Justify why you believe it qualifies for expedited review.  
Include whether it is an administrative change, a minor change, or falls under an expedited review category as authorized by 45 CFR 46.110 and 21 CFR 56.110.  A minor change is defined as one that does not substantially alter any of the following: (a) the level of risk or the risk/benefit ratio, (b) research design or method, (c) number of subjects, or (e) any other factor that would warrant review by the convened IRB. 


2. Is this study open to enrollment?  			|_| NO	|_| YES
3. Are any participants enrolled? 			|_| NO	|_| YES
If YES, are any receiving treatment? 		|_| NO	|_| YES


4. Does this amendment affect the consistency between the Protocol, Informed Consent form and HIPAA Authorization?  	
|_| NO		
|_| YES.  Enclose updated documents with this amendment so that all 3 are consistent.


5. Does the amendment increase risk to subjects?	
|_| NO	
|_| YES.  Provide an explanation:


6. Does the amendment ADD obtaining or using Social Security Numbers (SSN) (including scrambled SSNs and last 4 digits of SSN)?  
NOTE: Enter No to this question if the only uses of SSNs are: 
· To enter progress notes documenting: informed consent, entry into the study or termination of subjects from the study
· To place the SSN on the consent form and HIPAA Authorization.
· A previously approved part of the study
|_| No		
|_| YES.  If YES, answer a. & b.
a. Describe why social security numbers are required to meet the specific aims of the protocol or required to enter information in the subjects’ health records: 

b. Describe security measures to protect SSNs 

7. Does this amendment introduce new safety hazards to personnel?		
|_| NO		
|_| YES. Contact the Subcommittee on Research Safety (SRS) Coordinator, at extension 1824 to find out if a submission to the SRS is required.


8. Indicate each item for which you are seeking IRB review and approval (check all that apply).
|_| Change in Study Title
|_| Change in Principal Investigator  
|_| Change to Research Design, Methods or Procedures 
[bookmark: _GoBack]|_| Change in Investigator’s Brochure
|_| Change in the Number of Subjects
|_| Change in Study Population 
|_| Addition of Non-Veteran Subjects (Enclose Non-Veteran Approval Request)
|_| Change to Recruitment or Compensation Procedure(s)
|_| Obtain information about subjects without or prior to obtaining consent (may need a waiver of informed consent and a waiver of HIPAA Authorization)
|_| Change to Survey(s) or Questionnaire(s)
|_| Change to Data Collection Tool
|_| Change to Consent Process and/or Consent Form
|_| Change to HIPAA Waiver or HIPAA Authorization
|_| Change in Privacy of Subjects or Confidentiality of Data
|_| Other


9. Provide a summary of the modifications you are requesting.  Include justification or reason for making the amendment(s) to the study.



Signature of Investigator:  ______________________________________  Date:________
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