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	Local Serious Adverse Event Reporting Form
	


Please complete this form when reporting serious adverse events occurring to subjects enrolled by LSUHSC Investigators.  A serious adverse event (SAE) is defined as any adverse event that results in any of the following outcomes: death, a life-threatening situation, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or congenital anomaly/birth defect.
REPORTING REQUIREMENTS

All SAEs that occur with subjects enrolled by LSUHSC investigators must be reported in writing within 5 working days of notification of the event.  Fatal and life threatening local events must be reported within 48 hours.  

Any SAE not previously included in the risk section of the consent form must be added if the event is considered probably related, related and unexpected. A highlighted copy of the revised consent form must be included with the event report. 
For adverse events whose occurrence is more severe or frequent than described in the consent form, the principal investigator must provide a written explanation of the impact on the study. 

	INVESTIGATOR INFORMATION

	Principal Investigator: 

Department:

Phone: 



Fax Number:


Email Address:
	Contact Person (if other than PI):
Phone: 



Fax Number:


Email Address:



	IRB Study Number and Project Title:



	EVENT INFORMATION

	
	

	ADVERSE EVENT:
	Safety Report Number/Subject Initials:



	Event Date: 
	( Initial



( Follow-up


(indicate F/U #1, 2, 3, etc.)


	Brief Description of the Event (provide summary):


	CLASSIFICATION OF EVENT:



	
Intensity of Event:
	( Mild

	( Moderate
	( Severe 

	
	

	
( Serious (check all that apply)

	

	
	( Fatal

	( Life-Threatening

	
	( Persistent disability or significant incapacity
	( Associated with overdose 

	
	( Congenital anomaly/birth defect or cancer
	( Required hospital admission or prolongation of hospitalization

	

	
( Unexpected [i.e., not listed as an anticipated risk in the IRB-approved consent form]

	
( Expected [i.e., listed as an anticipated risk in the IRB-approved consent form]




	
Assessment of Event’s Relationship to study medication(s)/device (check only one): 

	
	( Definitely Related

	( Probably Related 

	
	( Possibly Related 
	( Unlikely Related 

	
	( Unrelated 
	( Not enough information to judge 

	
Cause if event is unrelated to study medication/device:

	
	( Underlying disease

	( Concomitant Medication 

	
	( Unknown 
	( Other (describe): 

	
Treatment/Outcome of Event (If applicable, include findings of autopsy):




	
	


	


	Please complete if the event is serious, unexpected, and in any way related to the drug/device.  

	
	Number of subjects enrolled locally: 
	Number of subjects enrolled at other study sites:

	
	Are there prior reports of similar events?
If yes, how many?
	


	
	

	CONDUCT OF STUDY:

	Should the study continue?
( Yes

( No 



	
	If yes,



	
	Should the protocol be revised?





( Yes

( No

Should the consent form be revised to include this event?


( Yes

( No

Did you submit a revised consent to the LSUHSC IRB?


( Yes

( No

Should all study subjects be informed of this event?


( Yes

( No




	I have reviewed all material necessary for providing an adequate assessment of this event’s impact on subject safety and the conduct of the study.

	
	
	

	Signature of Principal Investigator
	
	Date


Please submit materials to the IRB Office, Resource Building, Suite 206.  Questions 504-680-9350.
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