Appendix LL


Frequently Asked Questions about SAE & Death Reporting


What is a Serious Adverse Event (SAE)?
A Serious Adverse Event (SAE) is an untoward occurrence in human research that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect, or that requires medical, surgical, behavioral, social, or other intervention to prevent such an outcome.  
(VHA Handbook 1058.01 §4.r. and 21 CFR 312.32(a))

Do all SAEs and deaths occurring in studies at VA Nebraska-Western Iowa Health Care System have to be reported to the IRB?
Only adverse events and deaths occurring at VA Nebraska-Western Iowa Heath Care System that are serious and unanticipated and related or probably related to the research need to be reported to the IRB. 
(VHA Handbook 1058.01 §6.a. & 6.b.)

What’s meant by “unanticipated”? 
The terms “unanticipated” and “unexpected” refer to an event or problem in VA research that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents (e.g., consent forms, protocol, investigator’s brochure) and the characteristics of the study population. 
(VHA Handbook 1058.01 §4.y.)

What is meant by “related or probably related” to the research?
A related AE, death, or problem is an AE, death, or problem that may reasonably be regarded as caused by, or probably caused by, the research. 
For more information, see 21 CFR 312.64. 
(VHA Handbook 1058.01 §4.j.)

Using the definitions above, is the event:
1. Serious and 
2. Unanticipated and 
3. Related or Probably Related to research study participation? 
If YES to all 3, report the event in writing to the IRB within 5 business days of learning of the event.

DO NOT SUBMIT THIS FORM UNLESS ALL 3 CRITERIA ARE MET.
VA NEBRASKA-WESTERN IOWA HEALTH CARE SYSTEM INSTITUTIONAL REVIEW BOARD
Immediate Reporting of Serious Adverse Events or Deaths
	The terms “unanticipated” and “unexpected” refer to an event that is new or greater than previously known
in terms of nature, severity, or frequency, given the procedures described in protocol-related documents
(e.g., consent forms, protocol, investigator’s brochure) and the characteristics of the study population.
Was this event UNANTICIPATED?     |_| Yes   |_| No   If NO, STOP HERE! This not an immediately-reportable event.
If YES, continue to next question.

	A related AE, death, or problem is an AE, death, or problem that may reasonably be regarded as caused by, or probably caused by, the research. 
Was this event RELATED or PROBABLY RELATED?    |_| Yes   |_| No
If NO, STOP HERE! This not an immediately-reportable reportable event. 



	IRB Study #:              
	|_| This is the Initial Report          
	|_| This is a Follow-Up Report

	Date of this report:      
	Date of Adverse Event:        
	Subject ID #:      

	

	Diagnosis/Condition that made this a Serious Adverse Event (e.g., pneumonia, suicidal ideation, stroke): 
     




	Principal Investigator:       
	Phone #:          
	[bookmark: Text2]Mail Code:       

	Person Completing Form:       
	Phone #:          
	Mail Code:       


This section is to be completed for the Initial Report Only:
	When did a study team member first become aware of this event?             Date:        
When was the initial SAE Report (this report) submitted to the IRB?          Date:       

	If the difference between these dates is greater than 5 business days, please explain the reason for a delay  
[bookmark: Text3]in reporting:       




	Which CATEGORY describes this Serious Adverse Event?

	[bookmark: Check1]|_|     Death
|_|     Life-threatening
|_|     Disability or Permanent Damage
|_|     Required Intervention to Prevent             
         Permanent Impairment or Damage 
         (Devices)
|_|     Congenital Anomaly / Birth Defect
	 |_|    Hospitalization (initial or prolonged)
Emergency room visits that do not result 
in admission to the hospital should be evaluated for one of these other serious outcomes listed here.
 |_|    Other Serious (Important Medical Events)
Report when the event does not fit the other outcomes, 
but may jeopardize the patient and may require medical 
or surgical intervention (treatment) to prevent one of the 
other serious outcomes listed here. 

	Full descriptions of these categories are available at: http://www.fda.gov/safety/medwatch/howtoreport/ucm053087.htm

	Describe the event, including timing of study intervention in relation to the event, pertinent medical history and treatment (attach additional pages if needed):
     


	Outcome of Event:
|_|  Resolved (date):      	|_| Death      |_|  Ongoing (Submit a follow-up report upon resolution)



	In the opinion of the Investigator, this event is:   

	|_| Related to the subject’s research participation   

	|_| Probably related to the subject’s research participation

	Comments:      


	REMINDER: Serious Adverse Events that are not related/probably related to the subject’s research 
participation should be reported at the next IRB Continuing Review submission – not now.



Additional information/comments:      



Signature of Person Reporting Event: ______________________________	Date: _________________

	


IRB Reviewer Determination (to be conducted within 5 business days of receipt of report)
	Is the event SERIOUS?
	|_| Yes   |_| No
	If YES to all 3, notify IRB staff immediately.

	Is the event RELATED/PROBABLY RELATED to the research?
	|_| Yes   |_| No
	

	Is the event UNANTICIPATED?
	|_| Yes   |_| No
	



|_|  Additional information needed in order to make this determination. 
[bookmark: _GoBack]Specify: __________________________________


If all are YES: Are any actions needed to prevent immediate hazards to subjects?
Should study activities be suspended?               |_| Yes   |_| No
Should subjects be notified?			     |_| Yes   |_| No    If YES, how?      
Other actions:      


IRB Reviewer: __________________________________________	Date: ___________________
10/31/2018
