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	Aurora IRB

Protocol for Research Involving Human Subjects
LOCAL
Unanticipated Problem/Event Reporting Form 

Reports of problems, injuries or adverse events (“Event”) to subjects or others that require immediate reporting to the IRB
	For IRB Use Only
( RETURNED: Does not meet Aurora IRB policy requirements as a Problem that Requires Immediate Reporting to the IRB (see attached memo for explanation).

A copy of this form, with the “IRB Received Stamp” above, will serve as acknowledgment of receipt. 

	Facilities where research will be conducted:

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

Aurora Medical Center (list sites):      
AMG/Aurora Clinic (list sites):      
VLCC (list sites):      
	


	For IRB Use Only

(  This information meets the policy definition of a UPIRSO, and involves Minimal Risk

(  This UPIRSO has been reviewed by the Senior IRB Chair [or _______________ (name of Reviewer)] to determine whether the risks to subjects remain reasonable in relation to the anticipated benefits; and whether further action per SOP 403 is necessary. Other necessary action to protect subjects: _____________________________________________________________________________________________

Senior IRB Chair: ______________________________ /_________(date)

*********************************************************************************************************

(  This information meets the policy definition of a UPIRSO, and involves Greater than Minimal Risk

· This UPIRSO must be reviewed by the fully convened IRB. Place on _____________ (date) IRB meeting agenda. _________________________ will serve as Primary Reviewer.  

Senior IRB Chair: ______________________________ /_________(date)

*********************************************************************************************************

(  This Unanticipated Problem does NOT meet the policy definition of a UPIRSO.

Senior IRB Chair: ______________________________ /_________(date)

*********************************************************************************************************

(An “Unanticipated Problem Involving Risks To Subjects Or Others [UPIRSO]” is an Unanticipated Problem that suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.) 

( Send an “out of window”(noncompliance) memo.


Use this form to report Unanticipated Problems that have occurred LOCALLY (i.e. a site where the Aurora IRB has direct oversight responsibilities). 

To be an Unanticipated Problem, the event MUST meet BOTH of the following criteria: (1) *unexpected (in terms of nature, severity, or frequency) given the research procedures described in the protocol and related documents and the characteristics of the population being studied; (2) possibly related or related to the participation in the research. See SOP RR 403 for definitions of these terms. [*Note an event is considered “unexpected” if it is occurs at a specificity or severity that is inconsistent with prior observations, such as what is described or addressed in the information previously submitted to the IRB.] 
The Unanticipated Problem must be submitted to the RSPP office NO MORE than 5 working days after discovery of the event or receipt of the information surrounding the event. You may summarize any other events that do not qualify as Unanticipated Problems at the time of Continuing Review.
	Aurora IRB Protocol #:       / Protocol Title:      

	Principal Investigator:
	     
	Department:
	     

	Contact Person:
	     
	Phone/Fax #:
	     

	Mailing Address:
	     
	E-mail:
	     

	Subject identifier (no names):      

	This is an  FORMCHECKBOX 
 initial report/  FORMCHECKBOX 
 follow-up report (#      ).
	This Event involves an investigational  FORMCHECKBOX 
 drug /  FORMCHECKBOX 
 device /  FORMCHECKBOX 
 neither

	When did the Event occur?     
	When did you receive notification of the Event?      


Please respond to each of the following questions regarding the Unanticipated Problem. You may attach discharge notes, progress notes, post-operative notes or copies of incident reports to this form if applicable. Remove identifiers prior to sending to the RSPP office. 

If the Unanticipated Problem that you are reporting is an injury to a Subject or “Other”, complete the form as best as possible. There may be some questions that are not applicable. If you have any questions, contact the RSPP office. 

The fields will expand to allow you to enter as much information as necessary to give a complete answer.

1. The reported Event is an  FORMCHECKBOX 
 adverse drug event/device effect /  FORMCHECKBOX 
 injury to a Subject or Other.

2. Based on the local Investigator’s assessment, this Event is an Unanticipated Problem: 1) unexpected (i.e. in terms of nature, severity, or frequency, given the research procedures described in the protocol and related documents, and the characteristics of the population being studied) AND 2) possibly related or related to the research procedures (i.e. there is a reasonable possibility that the incident, experience or outcome may have been caused by the procedures involved in the research)?   FORMDROPDOWN 
 
3. Did the Unanticipated Problem cause harm or place a subject or other(s) at increased risk of harm?  FORMDROPDOWN 

4. The Unanticipated Problem involved the following: (check all that apply)

	 FORMCHECKBOX 

	Life threatening experience
	 FORMCHECKBOX 

	Persistent or significant disability/incapacity
	 FORMCHECKBOX 

	Death – related or probably related to research procedures

	 FORMCHECKBOX 

	Medical/Surgical Intervention
	 FORMCHECKBOX 

	New disease or problem
	 FORMCHECKBOX 

	Other (describe):       

	 FORMCHECKBOX 

	Required in-patient hospitalization
	 FORMCHECKBOX 

	New cancer
	 FORMCHECKBOX 

	

	 FORMCHECKBOX 

	Prolonged current hospitalization
	 FORMCHECKBOX 

	Congenital anomaly/birth defect
	 FORMCHECKBOX 

	


5. Provide a brief description of the Unanticipated Problem including date of event occurrence and the specific location of where it occurred (e.g. hospital room, home):      
6. Give the investigator’s assessment of the cause of the Unanticipated Problem:      
The following questions may not be applicable if the reported Unanticipated Problem was an injury to “Others”. You may indicate NA as your response. These questions must be answered if this form is reporting a local adverse drug event/device effect.
7. Describe the investigational article being studied, including dosing or intervention, and start/stop dates (if applicable). Also include the timeframe between the research intervention and the onset of the event. (This question may not be applicable if the reported Unanticipated Problem was an “injury” to “others”.)      
8. Did the event abate after stopping/removing study article?  FORMDROPDOWN 

9. What was the individual’s participation level in the study after the event?

 FORMCHECKBOX 

Investigator stopped research intervention/interaction
 FORMCHECKBOX 

Investigator continued research intervention/interaction
 FORMCHECKBOX 

Investigator withdrew subject from further participation 
 FORMCHECKBOX 

Subject elected to withdraw from further participation
 FORMCHECKBOX 

Subject already completed research
 FORMCHECKBOX 

Unknown at this time or not applicable
 FORMCHECKBOX 

Other       
 FORMCHECKBOX 

NA  
10. What was the subject’s treatment assignment (state “unknown” if assignment is blinded and the blind has not been broken; NA if not applicable)?      
11. Did the Event necessitate subsequent medical intervention or other treatment?  FORMDROPDOWN 
 If YES, describe:      
12. Describe the individual’s prognosis:      
13. Is there a Data Safety Monitoring Board for this study?  FORMDROPDOWN 

14. In the investigator’s judgement, explain why the overall risk-benefit relationship of the research is still acceptable in light of the information concerning this Event, i.e. why should the study continue.       
15. Provide your plan to prevent this event from reoccurring (to subjects or others). Consider whether a change in protocol is warranted as a result of this event (e.g., change in eligibility criteria, additional testing to minimize risk) or whether a revision of the informed consent/authorization document necessary to better inform and protect the rights of subjects.      
16. In the investigator’s judgment, should currently enrolled subjects be notified about this event?  FORMDROPDOWN 

17. Have you complied with all applicable reporting requirements of the sponsor, FDA, or other applicable agencies?  FORMDROPDOWN 

   (Signature of Principal Investigator)

(Date)

NOTE: The Aurora IRB requires the original signature of the Principal Investigator. Acknowledgment will not be sent to the Principal Investigator until the Aurora IRB office has received the original signature on this document.
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