	AMENDMENT REQUEST FOR IRB REVIEW

Minneapolis VA Health Care System

	Date
	

	IRB Study Number
	
 FORMTEXT 

     
-

	Principal Investigator 
	

	Study Title
	

	

	Contact
	Phone
	Mail code
	Email

	
	
	
	

	

	1. Please describe the content of your amendment in detail. Include versions and/or dates if applicable.

	

	

	IRB REVIEW

Expedited Review & Approval (if applicable)

Having reviewed this request and accompanying materials, I have determined that the amendment:

	( Meets criteria for expedited review and is approved, because there is no substantial change in level of risks to participants, research design or methodology or for any other reason requiring full committee review.  

	
	

	( This approval includes the revised consent version date ________________and/or HIPAA version date ________________

 The approval of the consent revision requires subjects to be re-consented Yes   No

 The approval of the HIPAA Authorization Form revision requires subjects to re-sign the    

               HIPAA Authorization Form  Yes   No

( Meets criteria for expedited review, but full IRB review is recommended.

	( Does not meet criteria for expedited review and requires full IRB review.

	 

Reviewer signature ___________________________________________     Date _______________

	Full Committee Review & Approval (if applicable)

	This amendment was reviewed by the Institutional Review Board on ___________and was:

( Approved with no modifications required.

( Modifications required to secure approval Reviewer signature_________________________  Date __________
( This approval includes the revised consent version date ________________and/or HIPAA version date ________________
( This approval includes the revised consent version date ________________and/or HIPAA version date ________________

 The approval of the consent revision requires subjects to be re-consented Yes   No

 The approval of the HIPAA Authorization Form revision requires subjects to re-sign the    

               HIPAA Authorization Form  Yes   No

	 
IRB Chair or designee signature_________________________________   Date ________________

	

	2. What is your reason or justification of making the change?

	



	

	3. Are you changing the principal investigator?
	Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


	

	First name
	Last name 
	
	Mail code
	Phone
	Pager
	Email

	
	
	
	
	
	
	

	SOP/Training Current?*
	
	Degrees
	Department
	Employment status
	Consenting subjects?
	Exposed to hazards?

	 FORMDROPDOWN 

	
	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	*Attach training report from Research Office.  Questions? Call 612-467-2800.


	4. Are you updating the protocol or Investigator’s Brochure?
	Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


	   Submit both an electronic and a paper copy to the IRB.
    FORMCHECKBOX 
 Place an electronic copy in the secure folder:  Q:\Human Studies\IRB Protocols & IBs   
    FORMCHECKBOX 
 Send a paper copy with this amendment

	

	5. Was the change in the research initiated to eliminate an apparent or immediate hazard to subjects?
	Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


	    Describe the change, reason, and status of subjects in detail.

	
	

	

	6. Could this change affect subjects’ willingness to continue to be in this study?
	Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


	    Explain and include plan for notifying subjects.

	
	

	

	7. Does this change increase risk to subjects?
	Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


	    Explain and include plan for notifying subjects.

	
	

	

	8. Does the change require changes to the informed consent, HIPAA, or process?
	Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


	     FORMCHECKBOX 
 Attach a track changes and clean version of the consent and/or HIPAA form.

	

	9. Does this amendment add any new hazards to research staff such as drawing blood or handling and shipping bodily fluids? Does it add any other new biological, chemical, physical, or radiation hazards to research staff?
	Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


	     FORMCHECKBOX 
 Submit a new Research Protocol Safety Survey with this amendment which the IRB will forward to the Safety Committee. Contact SRS at 612-467-5180 for questions. The survey is located at: Q:\Research\9 – SRS Subcommittee\Safety Survey Forms or SRS on SharePoint

	

	
	
	
	

	Principal Investigator signature
	
	Date
	

	

	Reminder:  No research records may be destroyed until further notice.  A new retention policy is being developed and until that policy has been approved, all records must be retained


IRB version date 06/05/2013

