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	Aurora IRB

Significant New Findings Reporting Form
	A copy of this form, with the “IRB Received Stamp” above, will serve as acknowledgment of receipt. If the IRB recommends any action below, you will receive another copy of this form.

For IRB Use Only

	Research is currently being conducted at:

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

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


	For IRB Use Only

(  This new information is a UPIRSO (NOTE: All Emergency Protocol Exceptions are UPIRSOs).  

(  The sponsor has provided a Risk Mitigation Plan. 

(  This UPIRSO (and Risk Mitigation Plan, if provided) 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; the Risk Mitigation Plan (if provided) is appropriate; and if further action per SOP 403 is necessary. Other necessary action to protect subjects: _____________________________________________________________________________________________

Senior IRB Chair/Reviewer (or designee): ______________________________ /_________(date)

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

(  This UPIRSO (and Risk Mitigation Plan, if provided) requires full committee review at the ________________ (date) IRB meeting. 


_________________________ will serve as Primary Reviewer.   

Senior IRB Chair/Reviewer (or designee): ______________________________ /_________(date)

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

( This new information is not a UPIRSO.

Senior IRB Chair/Reviewer (or designee): ______________________________ /_________(date)

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

(New Information is an “Unanticipated Problem Involving Risks To Subjects Or Others [Unanticipated Problem]” when it is (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) related or possibly related to the participation in the research; and (3) 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 any new information received during the course of your research. The IRB expects that the Sponsor will make a determination indicating that the new information is an UPIRSO (per policy definition in SOP RR 403), and/or requires a change to the IRB-approved research.  

If the new information is an Unanticipated Problem, the form must be submitted to the Aurora IRB within 5 working days from receipt.  If an Unanticipated Problem, the information will be reviewed to determine if it meets the policy definition of an UPIRSO (per SOP RR 403). 
This information should also be summarized in or attached to the Continuing Review Form.

	Aurora IRB Protocol #:       / Protocol Title:      

	Principal Investigator:
	     
	Department:
	     

	Contact Person:
	     
	Phone:
	     
	Fax:
	     

	Mailing Address:
	     
	E-mail:
	     


Please check the type of information attached to this form:
	 FORMCHECKBOX 
   Revised Investigator Brochure/Package Insert/Instructions for Use/Device Manual 
Version date:      ] / Drug/Device Name          (Attach a summary of changes along with the revised document. If a sponsor summary is not available, include a separate outline of the changes that were made in this version of the document.)
	 FORMCHECKBOX 
  Annual Report from Sponsor  
[Date of report if available:      

 FORMTEXT 
]

	 FORMCHECKBOX 
  Data Safety Monitoring Board report  [Date of meeting if known:      ]
	 FORMCHECKBOX 
   Letter from Sponsor

	 FORMCHECKBOX 
   Emergency Protocol Exception (to protect the life or well-being of a subject) see SOP RR 403 [NOTE: per policy definition, such protocol exceptions are always considered an unanticipated problem] 
	 FORMCHECKBOX 
  Changes or revisions to grant

	 FORMCHECKBOX 
  Report of Audit/Monitoring Visit requiring IRB review:      
	 FORMCHECKBOX 
  IRB required report or other stipulation of approval 

	 FORMCHECKBOX 
  Other (describe):      
	


1. When did you receive this new information?      

 FORMTEXT 

2. In the Investigator’s judgment, is the new information an Unanticipated Problem (i.e. 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) related or possibly related to the participation in the research)?  FORMDROPDOWN 

Give a brief rationale of your answer:      
3. In the Investigator’s judgment, does the new information indicate that subjects or others are at increased risk of harm?   FORMDROPDOWN 

4. In the Investigator’s judgement, does this new information affect the overall risk-benefit relationship of the research?  FORMDROPDOWN 

Give a brief rationale of your answer:       

5. In the Investigator’s judgment, is a change in protocol necessary to reduce or eliminate risk?  FORMDROPDOWN 

Give a brief rationale of your answer:       
6. Is the new information contained in the currently approved subject informed consent document?  FORMDROPDOWN 
 
7. In the Investigator’s judgment, should the consent document be revised?  FORMDROPDOWN 
 
Give a brief rationale of your answer:       
8. In the Investigator’s judgment, could this new information affect an enrolled subject’s willingness to continue participation in this research study?
 FORMDROPDOWN 
 
If YES, this new information should be provided to enrolled subjects using a revised consent document, consent addendum, letter to the subject, or another acceptable method. This revision must be submitted to the RSPP office for IRB approval using a Modification Form. State your plan for informing enrolled subjects, including the timeframe:      
9. Has the sponsor provided documentation that indicates that the new information is a UPIRSO (i.e. 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) related or possibly related to the participation in the research; and (3) 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)?  FORMDROPDOWN 
      If yes, attach.

10. if the new information indicates a UPIRSO, has the sponsor provided a Risk Mitigation Plan (eg. action letter, protocol modification, etc.)?  FORMDROPDOWN 
   Give a brief rationale of your answer:      
11.  FORMCHECKBOX 
  Check this box if you have included a Modification Form revising the protocol or consent document based on this new information.

________
By initialing this line and signing this Significant New Findings Report, you are assuring the Aurora IRB that the Principal Investigator is aware of the information being reported and that you have received his or her permission to submit this information to the Aurora IRB.

   (Signature of Principal Investigator or Study Coordinator)

(Date)
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Aurora Health Care Research Subject Protection Program and IRB Office
Courier/hand delivery: Winter Research Building / 836 N 12th St / Milwaukee, WI  53233
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