University of Kentucky

Problems/Adverse Events Non-Prompt Reporting
Institutional Review Board (IRB)
Required by Sponsors; Not Required by UK IRB

This cover form should only be used for incidents that fall under the UK Non-Prompt Reporting Policy.  Use this form if the Sponsor requires reporting incidents not required to be reported by the UK Prompt Reporting Policy.  Examples of the types of events that sponsors require reports that do not fall under the UK Prompt Reporting Policy are listed below.  

	Internal or External
	Serious or life-threatening anticipated problems or adverse events

	
	Not serious or life-threatening anticipated problems or adverse events

	
	Unanticipated or anticipated death not related to the research (e.g., due to underlying disease)

	External
	Request by sponsor to submit event that does not require prompt reporting per UK IRB policy



Definitions:

· Anticipated problem/adverse event – any foreseen or expected incident/experience which was described in the general investigational plan or elsewhere in the current application or with the current investigator brochure.

· Serious problem/adverse event - any incident that results in significant harm to or increased risk for the subject or others. Examples of events which are serious would include but are not limited to, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect.  Important medical events that may not result in death, be life-threatening, or require hospitalization may be considered a serious adverse event when, based upon appropriate medical judgment, they may jeopardize the subject’s health or welfare and may require medical or surgical intervention to prevent one of the outcomes listed in this definition. Examples of such medical events include allergic bronchospasm requiring intensive treatment in an emergency room or at home, blood dyscrasias or convulsions that do not result in inpatient hospitalization, or the development of drug dependency or drug abuse.  A disability is a substantial disruption of a person’s ability to conduct normal life functions.

· Life-threatening event - any experience that places the subject, in the view of the investigator, at immediate risk of death from the reaction as it occurred, i.e., it does not include a reaction that, had it occurred in a more severe form, might have caused death.

· Internal event/problem – occurrence involves research subjects enrolled in a project approved by the University of Kentucky IRB and directed by a principal investigator employed by the University of Kentucky (e.g., UKMC or affiliate site) or one whose project is under the purview of the University of Kentucky IRB (e.g. Lexington VA or Shriners Hospital).  [Internal events/problems are reported to the IRB/IBC on the “UK INTERNAL REPORTING FORM For Unanticipated Problems, Serious or Life-Threatening Events, and Related Anticipated and Unanticipated Deaths”.]

· External event/problem - occurrence involves research subjects enrolled in multi-center research projects at sites other than the University of Kentucky (e.g., sites other than UKMC or VAMC).  [External events/problems are reported to the IRB on the “UK EXTERNAL REPORTING FORM For Unanticipated Problems, Serious or Life-Threatening Events, and Related Anticipated and Unanticipated Deaths”.]

Cover Form for 

Non-Prompt Reporting 

Of Anticipated Problems/Unrelated Anticipated and Unanticipated Deaths to the IRB

	Protocol IRB #:
	

	PI Name:
	

	Study Title:
	

	
	

	
	


	Check the box(es) applicable to what you are reporting:

	 FORMCHECKBOX 
 
	Serious or life-threatening anticipated problems or adverse events

	 FORMCHECKBOX 
 
	Not serious or life-threatening anticipated problems or adverse events

	 FORMCHECKBOX 
 
	Unanticipated or anticipated death not related to the research (e.g., due to underlying disease)

	 FORMCHECKBOX 
 
	The sponsor has requested submission of the event(s) which, per the PI’s determination does/do NOT require prompt reporting (if available, attach report information provided by sponsor).   [The PI’s determination should be made based on UK’s “Policy on Prompt Reporting for Unanticipated Problems, Serious or Life-Threatening Events, and Related Anticipated and Unanticipated Deaths to the Institutional Review Board (IRB) and Institutional Biosafety Committee (IBC)”.  For details visit http://www.research.uky.edu/ori/UP_AE_Page.htm.

	 FORMCHECKBOX 

	These problems/events are included in the _____________ Investigator’s Brochure in the IRB approved 

	
	protocol records.                                            (provide date)



	 FORMCHECKBOX 

	These problems/events have been reviewed and analyzed by the Data Safety Monitoring Board (DSMB) and included in the _____________ report on file with the IRB.

	
	                          (provide date)


	Required:

	    This submission contains _________                        
	(check applicable box)

	
	 FORMCHECKBOX 
  Internal problem(s)/adverse event(s)

	   
	(provide #)                      
	

	This submission contains _________  
	 FORMCHECKBOX 
  External problem(s)/adverse event(s)

	
	(provide #)
	

	Review Affirmation:



	Principal Investigator:
	
	Date:
	

	


Submit to:

IRB: Office of Research Integrity, 315 Kinkead Hall, Lexington, KY  40506-0057

*******************************************************************
For IRB Completion ONLY

IRB Chair/Vice Chair_________________________________________   
Date: ____________
J:\Master Outreach Documents\Survival Handbook\F - IRB applications-Forms\Unanticipated Problems-Adverse Events\110000-Non_Prompt_Reporting_form_final.doc                                                                                     




7/18/08
PAGE  
1

