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	Aurora IRB

Significant Violation 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 

 FORMDROPDOWN 

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


For IRB Use Only

( This Significant Violation should be sent to _________________________ for review. (IRB Chair initials __________)
( This Significant Violation is an Unanticipated Problem Involving Risks to Subjects or Others. (Refer to convened IRB for review under SOP RR 403.) 
Placed on ______________(date) IRB meeting agenda.

( This Significant Violation involves an allegation or finding of noncompliance (process under Noncompliance policy CO 601).


Outcome of noncompliance subcommittee review: 








( This Significant Violation is NEITHER an Unanticipated Problem Involving Risks to Subjects or Others NOR an allegation or finding of noncompliance (no further action required).

Reviewer initials ___________ Date _____________

(A Significant Violation is an “Unanticipated Problem Involving Risks To Subjects Or Others [Unanticipated Problem]” when it is (1) unexpected and (2) indicates that subjects or others are at increased risk of harm, where unexpected means not described in the information provided to the IRB.) 

( Send an “out of window”(noncompliance) memo.
Use this form only to report SIGNIFICANT violations (as defined in Aurora IRB Policy RR 403). 

This form should be sent to the RSPP office NO MORE than 10 working days after discovery of the occurrence..

Minor violations and protocol exceptions should be reported to the IRB at the time of continuing review. 

	Aurora IRB Protocol #:       / Protocol Title:      

	Principal Investigator:
	     
	Department:
	     

	Contact Person:
	     
	Phone/Fax #:
	     

	Mailing Address:
	     
	E-mail:
	     

	Subject Initials or Identifier:      
	Date of occurrence:      
	When did you receive notification of the Violation?      


1. The significant protocol violation involved:

	 FORMCHECKBOX 
 Informed Consent
	 FORMCHECKBOX 
 Breach of Confidentiality

	 FORMCHECKBOX 
 Incorrect Study Medication or Dosage
	 FORMCHECKBOX 
 Wrong Lab Procedure or Timing of Procedure

	 FORMCHECKBOX 
 Record Keeping /Documentation Failure
	 FORMCHECKBOX 
 Lapse in Continuing Review that Resulted in Subject Enrollment

	 FORMCHECKBOX 
 Other (describe):      


2. Was the violation instituted to protect the life or physical well-being of the subject?  FORMDROPDOWN 

3. Describe the events surrounding the violation:      
4. Did the violation increase the risk or the potential for harm to the subject?  FORMDROPDOWN 
 Provide the rationale for your answer:      
5. Was subject adversely affected by the violation?  FORMDROPDOWN 
 Provide the rationale for your answer:      
[Please see Aurora IRB Policy RR 403 to determine if you need to report an Adverse Event or Injury (using Form RR 403-A).]
6. Provide your detailed plan of action to prevent this type of violation from happening in the future:      
7. Was subject informed of the violation?  FORMDROPDOWN 
 If NO, explain why not:      
8. Will subject remain in the study?  FORMDROPDOWN 

9. It is the IRB’s expectation that the sponsor be notified of this reportable event. Provide the date of notification and the sponsor’s response. If you have not yet heard back from the sponsor, provide the response once it has been received.      
   (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 RSPP office has received the original signature on this document.
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Courier/hand delivery: Winter Research Building / 836 N 12th St / Milwaukee, WI  53233


US Mail: 945 N 12th St; PO Box 342   W310 / Milwaukee, WI  53201-0342


Tel: 414.219.7744 / fax: 414.219.7477 / e-mail: IRB.office@aurora.org

http://www.aurorahealthcare.org/misc/irb/index.asp
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