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Institutional Review Board


NONCOMPLIANCE
REPORTING FORM


Date:       
IRB Protocol #:       
Principal Investigator:       
Study Title:       
1 Study is (check one): 
      FORMCHECKBOX 
 Multi-site
      FORMCHECKBOX 
  USU Only 

2 Is this a follow-up report? 
      FORMCHECKBOX 
 YES 
      FORMCHECKBOX 
  NO 

I.   Serious or Continuing Non-Compliance
All persons conducting research within USU, and all persons acting as employees or agents of USU regardless of location are required to report any instance of noncompliance, as defined below, to the IRB on time-frames as listed in the table on the following page.

Noncompliance is defined as a failure to follow the regulations or the requirements and determinations of the IRB.

Describe the instance of noncompliance below, and any corrective actions that have been taken to correct the problem:        
Signed: 






 Date: __________________
	InDIVIDUAL Must Report The Following:
	Time Frame for Reporting The Following:

	Protocol deviations 
	Immediately, when it represents a significant alteration in the approved protocol and/or if it affects the safety or welfare of the subject.

	Protocol violations
	Immediately, when it represents a significant alteration in the approved protocol and/or if it affects the safety or welfare of the subject.

	Allegation or finding of noncompliance with conducting of research protocols.
	Immediately upon discovery of noncompliance

	Restrictions, suspension, or termination of study by the sponsor or principal investigator.
	Within 3 days

	Complaint of a participant when the complaint indicates unexpected risks, cannot be resolved by the research team, or alleges noncompliance.
	Within 3 days of confirmation the team is unable to resolve the issue.

	Any other situation that appears not to be in compliance with federal, state or local laws or regulations, or with the requirements of the IRB
	Within 3 days


FOR IRB USE ONLY 
II. Serious or Continuing Noncompliance

The IRB Chair has reviewed the above allegation of noncompliance.  Based on the review the Chair has found:

 FORMCHECKBOX 

No non-compliance

 FORMCHECKBOX 

Non-compliance that is neither serious nor continuing.  The following actions shall be taken to remedy non-  compliance:        
 FORMCHECKBOX 

Non-compliance that is being recommended to the IRB for consideration as serious or continuing noncompliance.
The Chair is recommending to the IRB the following action be taken, in accordance with 45 CFR 46.103.b and IRB SOPs, Chapter 9.j:       
Review by IRB Chairperson: (initials)
 


                       Date: 


Reviewed by IO:

 




                       Date:  


III. Report Close-out

The IRB considered the above serious or ongoing noncompliance and made the following 

determination:     
Dated:       
Following determination by the IRB, reporting to agencies and participants as require in the SOPs was completed on this date:                  (Attach reports to agencies, participants and others)
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