The University of Vermont Committees on Human Research

New Safety Information Form

This form should be used to submit new information that may impact human subject safety.  Such information may present as: 1) Revised Investigator Drug/Device Brochures (IDB); 2) Toxicity Reports/NCI Action Letters; 3) Data and Safety Monitoring Reports/Progress Reports; 4) Literature Reviews; or 5) other safety information that may impact human subject welfare.

	
	
	
	
	
	

	1.
	CHRMS
	
	 CHRBS
	
	#
	
	Principal Investigator:
	

	
	
	

	
	Protocol Title:
	

	
	
	

	2.    Check what is being submitted
	
	

	
	
	

	
	Investigator Drug/Device Brochure (IDB) Revision

	
	Attach a double-sided copy of the IDB. Include a summary of the specific IDB changes from the previously approved edition including revised sections, page numbers, and a description of specific changes to each section.  

	
	

	
	IND Safety Reports
	
	
	
	

	
	        Stop here – policy updated 6/09 no longer requires that IND Safety Reports be submitted to the Committee 

	
	

	
	Toxicity Reports/NCI Action Letters

	
	Attach a copy of the letter.

	
	

	
	Data and Safety Monitoring Report or Progress Report

	
	Attach a copy of the report.

	
	

	
	Literature Review

	
	Attach a summary of the new information and include reference(s).

	
	

	
	Other, specify: 
	
	

	

	3.
	 Does the new information impose greater risk of harm to the subjects than previously estimated?  

	
	
	Yes
	
	No
	If yes, please explain:

	
	
	
	
	

	
	

	
	

	4.
	How does this new information affect human subjects, the protocol, and the consent form?

	
	

	
	A.  Do you have subjects receiving interventions or treatments now?
	
	Yes
	
	No

	
	

	
	B.  Is the study open to accrual?
	
	Yes
	
	No

	
	

	
	C.  Should the consent form or any portion of the protocol be revised as a result of this new information?

	
	       

	
	
	Yes
	If yes, submit with this report a Request for Modification/Amendment to Approved Protocol form and include a copy of the summary of protocol changes and/or consent with changes highlighted and a consent without the highlighting for IRB approval stamp.

	
	
	
	

	
	
	No
	If no, provide justification for not revising the consent/protocol to include this new safety information.

	
	
	
	

	
	

	
	
	
	
	

	
	D.  Will the currently enrolled subjects be informed about the new information?

	
	
	Yes
	If yes, describe the proposed method of notification.  Prior IRB review and approval is required of any written text.  (We recommend use of a consent form addendum when sharing new information with those subjects that have already been fully consented.)

	
	
	
	

	
	
	No
	If no, why not?

	
	

	
	

	
	
	
	
	

	5.
	Signature

By signing below, the Principal Investigator assures the information contained on this form is true & accurate. 


	
	Principal Investigator Signature                               Date


	RPO Use Only:

	
	Reviewed no further action.
	Comments:

	
	
	

	
	Refer to Safety Subcommittee.
	

	
	

	
	

	Committee Designee Signature/Date


Research Protections Office, 213 Waterman Bldg, 85 South Prospect St, Burlington, VT 05405, (802) 656-5040
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