The University of Vermont Committees on Human Research

Local Report for Serious & Non-Serious Adverse Events

	CHRMS
	
	CHRBS
	
	    #
	
	Principal Investigator
	

	
	(Include Oncology Group # if applicable)
	
	
	

	Protocol Title:




	1.  
	Is this a local adverse event?
	
	Yes
	
	No 

	A local adverse event is a negative side effect that occurred to a subject enrolled at a UVM, FAHC, or other research site under the jurisdiction of the UVM IRB. 

	

	2.
	Is the adverse event unexpected?
	
	Yes
	
	No

	
	An event is not considered unexpected if it is 1) included in the current protocol, drug/device brochure or the informed consent or 2) due to the subject’s underlying disease or predisposing risk factors.         

	
	

	3.
	Is the event related to the therapy or procedures associated with this protocol?
	
	Yes
	
	No

	
	
	
	Possibly Related
	
	Probably Related
	
	Definitely Related
	

	
	If it cannot be determined whether an event is related, it should be reported as “possibly related.”

	
	

	4.
	If Questions 1 – 3 are ALL “YES” proceed to question 5.  If not, please do not forward to the Committee, as the event is not reportable as a Local Adverse Event.  Non-local adverse events may be reportable as “new safety information” utilizing the “New Safety Information” form.   See Adverse Event and Unanticipated Problems Reporting Policy and Procedures in the Research Manual.

	
	

	5.
	Adverse Event Details

	A.  Date of        Event:
	
	Initial Report
	
	Complete Report to Follow?
	
	Yes
No
	   Follow-up Report # ____________________

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	B.  Describe Event:
	
	Fatal
	
	Serious *
	
	Not Serious
	

	* A serious adverse event is either 1) life-threatening (places the subject at immediate risk of death from the event as it occurred); 2) an inpatient hospitalization; 3) a prolongation of an existing hospitalization; 4) a persistent or significant disability/incapacity; 5) a congenital anomaly/birth defect; or 6) based upon appropriate medical judgment, may jeopardize the subject’s health and may require medical or surgical intervention to prevent one of the other outcomes listed in this definition. 


	C.  Provide a brief summary describing the circumstance of the event.  (Do not refer to an attached report.)

	

	
	
	
	
	

	D.  Provide any relevant  history (if applicable attach discharge summary, lab values, etc)

	

	
	
	
	
	

	E.  Was the protocol discontinued for the subject?
	
	Yes
	
	No

	
	

	6.
	Other Similar Events

	Have there been similar events reported here?
	
	Yes
	
	No

	 Are you aware of any similar events reported elsewhere?
	
	Yes
	
	No
	

	If yes, to either, provide a list of events.

	

	

	7.
	How Does This Event Affect Human Subjects, the Protocol, and the Consent Form?

	

	A.  Is the study open to accrual?
	
	Yes
	
	No

	
	
	
	
	

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

	
	
	
	
	

	C.  Should the consent form or any portion of the protocol be revised as a result of this
	
	Yes
	
	No

	event?

	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.  

	If no, provide justification for not revising the protocol or consent to include this event.

	

	

	D.  Will currently enrolled subjects be notified of this event?
	
	Yes
	
	No

	If yes, describe proposed method of notification. All written material requires IRB review and approval prior to being utilized.  (We strongly recommend use of a consent form addendum.  See our forms page for consent addendum template.)

	

	If no, why not?

	

	

	8.  Other Reporting

	A. Has a FAHC SAFE report been filed?
	
	Yes
	
	No
	

	
	
	
	
	
	

	B. Has the Sponsor been notified?

     (via case report or other means?)
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	C. Has a Medwatch Form been filed with FDA?
	
	Yes
	
	No
	If yes, attach a copy.

	
	
	
	
	
	

	
	
	
	
	
	

	D. Is this a GCRC or VCC Study?
	
	Yes
	
	No
	If yes, copy this report to the appropriate department.

	
	
	
	
	
	

	
	
	
	
	
	

	E. Is this a Gene Therapy Protocol?
	
	Yes
	
	No
	If yes, copy this report to the Institutional Biosafety Committee, Office of Human Research Protection (if applicable), NIH/OBA, and FDA.

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	F. Is any other institutional reporting required? 
    If yes, describe below:
	
	Yes
	
	No  

	
	
	
	
	

	

	

	9.    Signature:   By signing below, the Principal Investigator assures the information contained on this                           form is true and accurate.

	
	
	

	Principal Investigator Signature:
	
	Date
	


	RPO Use Only:

	
	Reviewed no further action.
	
	Refer to Safety Subcommittee

	
	
	
	
	

	Comments
	

	
	
	

	Committee Designee Signature and Date:
	


*Report local deaths that are unexpected AND related to the protocol to the Committee within 48 hours.*


**All other local adverse events should be reported within 7 days of investigator’s receipt of information.**








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

local_report_form  06/27/11


Page 1 of  2

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

local_report_form  06/27/11


Page 2 of  2

