
The University of Vermont Committees on Human Research

New Safety Information 
NOT Affecting Risk to subjects 
This form should only be used when the findings do not potentially affect the risk to subjects. All materials must be submitted electronically to the IRB via InfoEd. Proper security access is needed to make electronic submissions. Visit the InfoEd Resource Materials page for more information. 
	1.
	Does the new information impose greater risk of harm to the subjects than previously estimated? (e.g. does the protocol or consent need to be revised)  

	
	
	Yes
	
	No
	If yes, stop here and submit an Unanticipated Problem form 


	2.
	CHRMS
	
	 CHRBSS
	
	#
	
	   PI:
	

	
	
	

	
	Protocol Title:
	

	
	
	

	3.    Check what is being submitted below and attach the corresponding materials.

	Drugs

	
	Administrative Letter 

	
	Data and Safety Monitoring Report

	
	Drug Development Update

	
	FDA Approval

	
	Investigational Drug Brochure (IDB) Revision

	Devices

	
	Administrative Letter

	
	Annual Device Report 

	
	Data and Safety Monitoring Report

	
	Device Brochure Revision 

	
	FDA Approval

	
	Humanitarian Use Device (HUD) Labeling Change 

	
	Instructions for Use

	
	

	
	Other, specify: 
	
	

	

	4.
	Signature

By signing below, the Principal Investigator assures that the new information does not affect risk to subjects or others and does not require any protocol or consent form revisions.


	
	Principal Investigator Signature                               Date
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