UK External Prompt Reporting Form

For Unanticipated Problems, Serious or Life-Threatening Events, and Related Anticipated and Unanticipated Deaths
Institutional Review Board (IRB)     
	Please do not use this form if the event occurred with research subjects involved in research projects that fall under purview of UK IRB (“internal”).  For internal reports, use the UK Internal Prompt Reporting Form.


The attached form is to be used for events occurring with subjects enrolled in multi-centered trials that do not fall under UK IRB purview (External Reports) and:

	All three criteria are true:
	1. The problem/adverse event is serious/life-threatening or involving risks to subjects or others;

	
	2. The problem/adverse event was an unanticipated incident;

	
	3. The problem/adverse event is related* to the study procedures.

	OR
#4 is true:
	4. The problem/adverse event involves unanticipated or anticipated death which is related* to the study procedures.

	OR
#5 is true:
	5. The problem/adverse event does not fall under the IRB’s prompt reporting requirements, but in the PI's judgment, prompt reporting of the event(s) is in the best interest of the subject (s) because it may affect the safety and/or welfare of subjects and/or change the risk level of the study.


Reporting Timeframe:

All external problems/adverse events that are serious or life-threatening, AND unanticipated AND which are related* to the study procedures must be reported to the IRB using this form within the following timeframe:

1. Any anticipated or unanticipated death of a subject that is related* to study procedures should be reported immediately (i.e. within 48 hours of investigator’s receipt of external information).
2. A problem/adverse event experienced by a subject that is life threatening and unanticipated, and related* to the study procedures, should be reported within 7 calendar days (1 week) of investigator’s receipt of external information.
3. All other external serious and unanticipated problems/adverse events that are related* to study procedures, must be reported within 14 calendar days (2 weeks) of investigator’s receipt of external information.

Definitions:

· Unanticipated problem - any unforeseen or unexpected incident or experience (including an unanticipated adverse event) which is not described in the general investigational plan or elsewhere in the current application or with the current investigator brochure, or in the consent document. 
· Unanticipated problem involving risk to subjects or others - any unforeseen or unexpected event or experience that adversely affects the rights, safety, or welfare of subjects or others (which is not described in the general investigational plan or elsewhere in the current application or with the current investigator brochure, or in the consent document).  The event or experience could involve physical harm/risk (e.g., adverse event), social harm/risk (i.e., inappropriate breach in confidentiality, harm to a subject’s reputation, or invasion of privacy), psychological harm/risk or legal harm/risk.  The experience could also involve events not previously identified in severity or degree of incidence.  An adverse event could be considered an “unanticipated problem involving risk to subjects or others”.
· 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, or in the consent document.

· 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.

· Related* - There is a reasonable possibility, in the opinion of the Principal Investigator, that the experience was more likely than not to have been caused by the research procedures. 

· 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 Medical Center).  [Internal events/problems are reported to the IRB/IBC on the “UK INTERNAL PROMPT 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 that do not fall under the purview of the University of Kentucky IRB (e.g., sites other than UKMC or VAMC).  [External events/problems are reported to the IRB on the “UK EXTERNAL PROMPT REPORTING FORM For Unanticipated Problems, Serious or Life-Threatening Events, and Related Anticipated and Unanticipated Deaths”.]
Complete all applicable items.  If items do not apply to your research, insert “N/A” (Not Applicable).

Submit one original and one copy to:

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

definition rev. 7/18/08

 Institutional Review Board (IRB)

	Optional (If you need the special reference numbers in the IRB approval letter, complete this box.)

	Site Adverse Event #:
	

	Sponsor’s Identifier:
	


	Check the applicable boxes:

	1.  FORMCHECKBOX 
 
	The problem/adverse event is serious/life-threatening or involving risks to subjects or others;

	2.  FORMCHECKBOX 
 
	The problem/adverse event was an unanticipated incident;

	3.  FORMCHECKBOX 
 
	The problem/adverse event is related* to the study procedures.

	4.  FORMCHECKBOX 
 
	The problem/adverse event involves unanticipated or anticipated death which is related* to the study procedures.

	5.  FORMCHECKBOX 
 
	The problem/adverse event does not fall under the IRB’s prompt reporting requirements, but in the PI's judgment, prompt reporting of the event(s) is in the best interest of the subject (s) because it may affect the safety and/or welfare of subjects and/or change the risk level of the study.


	ADMINISTRATIVE INFORMATION

	PI Name:
	

	PI Telephone Number:
	

	PI E-mail Address:
	

	Title of Study:
	

	IRB Protocol Number:
	
	

	Project is extramurally funded:
	____ Yes  

____ No      
	If yes, list agency(ies)/sponsor(s):
	

	
	
	

	Reporter name: 
	

	Reporter Telephone number:
	

	Reporter E-mail address:
	

	CONSENT/RISK/BENEFIT RATIO

	Problem/Adverse Event listed in Consent/Assent Form:
	____ Yes  ____ No  ____ No Approved Form

	Consent/Assent should be revised:
	___ Yes    If yes, attach revised form with changes highlighted.

	
	___ No     ____ No Approved Form

	Presently enrolled subjects should be informed of problem/adverse event:
	____ Yes  ____ No

	Risk/Benefit Ratio has changed in light of problem/adverse event:
	____ Yes  ____ No


	ATTACHMENTS

	Attach the Unanticipated/Serious Adverse Event/Safety Report
	Attached:
	___ Yes    

	
	
	___ No

	Is the study closed to accrual and no active subjects currently enrolled or being followed or receiving test article? 

	____ Yes  
	If yes, PI may attach more than one report to this form.

	
	How many External Reports are attached?     ____

	____ No  
	If no – the study is still open to accrual or there are active subjects currently enrolled and being followed or receiving test article – a separate form must be submitted for each event.


Principal Investigator Signature: ________________________________  
Date _______________

Medical Supervisor Signature:    ________________________________
Date _______________ 

(if Clinical Study PI is not MD)




For Committee Use Only

_____ Report Acknowledged/accepted without recommendation.

_____ Report Acknowledged/accepted pending receipt of additional information to be submitted to the IRB.

_____ Protocol requires full review.

Comments:
Committee Review Signature __________________________________  Date  _____________

J:\Master Outreach Documents\Survival Handbook\F - IRB applications-Forms\Unanticipated Problems-Adverse Events\100000-External_Reporting_form_final.doc               








6/6/06 






* If there is insufficient information to determine if the external event is related, it does not need to be reported until the time of Continuation Review (CR).

















* If there is insufficient information to determine if the external event is related, it does not need to be reported until the time of Continuation Review (CR).
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