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1.
Purpose

To provide guidance for the accurate and timely reporting of protocol deviations or violations for research operating under the approval of the Avera Institutional Review Board.

2.
Definitions

Deviation:  A departure from the IRB approved research plan that does not constitute a threat to the health, safety and welfare of an individual research participant, and has minimal effect on the integrity of the data collected.  Examples of protocol deviations may include, but are not limited to:
· Participant’s visit outside study visit window
· Isolated incident(s) of missed or incomplete study procedure (e.g. lab test)
· Isolated incident(s) of missed or incomplete study evaluation (e.g. exam)
Violation:  A departure from the IRB approved research plan that may, or does jeopardize the health, safety, welfare and privacy of an individual research participant or the integrity of the study.  Examples may include but are not limited to:
· Researcher does not use the current IRB approved version of the consent
· Participants enrolled that do not meet inclusion/exclusion criteria without obtaining an exemption from the study sponsor.

· Significant departure in study-mandated investigational drug administration instructions.

3.  Policy
The Institutional Review Board requires investigators to promptly report any protocol deviation or violation (as defined above).  All deviations/violations should be reported as soon as possible, but no later than ten working days from the day the sponsor or investigator becomes aware of the event (whichever occurs first).

4.
Procedures

A.
It is the responsibility of the Principal Investigator and/or study staff to identify deviations or violations as they occur during the course of a study and to report them promptly to the IRB.  To submit the protocol violation or deviation complete the Protocol Deviation/Violation Report Form and submit to the Avera IRB with supporting documentation as appropriate.  All protocol deviations and violations are also to be reported to the sponsor, if applicable, following the sponsor’s requirements.
B.
Upon receipt of a protocol deviation/violation report, the IRB manager will log the report into the database for the study and the report will be added to the agenda or activity report for the next Board meeting.  Incomplete reports will be returned to the study site for completion or additional information.
C.
The IRB manager and/or IRB Chair will make a determination whether the report is minor and eligible for expedited review or should be reported to the full board.
D.
Protocol deviations or violations involving emergency use or that may affect the safety of the subject will be reported to the full board.  A copy of the report and any supporting documentation will be provided to all Board members at the next convened meeting.
E.
If the IRB manager or designee consider the deviation or violation to be serious, or changes the risk factor of the investigation the IRB manager will submit the report to the immediate attention of the Chair or in his/her absence to a physician member of the Board for direction and/or action.

F.
The IRB will determine if additional actions or follow-up need to be taken following the IRB meeting where the deviation is reviewed.  Additional actions may include (but are not limited to);


1)
Seek additional information from the study sponsor.


2)
Audit of investigator’s site by the IRB


3)
Increase frequency of continuing review period for the study


4)
Suspension or termination of the study.

G.
A copy of all correspondence / reports will be maintained in the IRB files for the study.

5.  Scope
These policies and procedures apply to all IRB members and staff.

6.  Responsibility
Investigators involved in human participant research shall report all protocol violations and deviations to the IRB.
It is the responsibility of the IRB Manager and/or IRB Chair to review all protocol deviations and violations to determine if the event should be reported via full Board, expedited review reporting or to any other appropriate agency.
Board members are responsible for making further recommendations as deemed appropriate for those protocol violations or deviations brought to full board review.

7.  Applicable Regulations and Guidelines
45 CFR 46.103(b)(5); 21 CFR 56.108(b)
8.  References to Other Applicable SOPS
This SOP affects all other SOPs.

9.  Attachments
Protocol Deviation/Violation Report Form
10.  Procedures Employed To Implement This Policy
	Who 
	Task
	Tool

	Principle Investigator or Designee
	Identify and report instances of protocol deviation or protocol violations within 10 working days of event or knowledge of the event
	Protocol Deviation/Violation Report Form

	IRB Manager
	Performs initial review of reports and enters information into IRB database

If deviation/violation represents an increased risk to study participants immediately forward information to IRB Chair or IRB Member physician.

If minor violation / deviation process and acknowledge receipt of report.
	

	IRB Chair or IRB Physician Member
	For increased risk reports – make determination if study should be suspended, referred to other organizational entities (ex. Risk Management) or if additional information is required from Principal Investigator
	

	IRB Members
	Review facts of reported deviation / violation and determine if further action is required.
	

	IRB Manager
	Notifies Principal Investigator and study staff of IRB action required within 5 days of full board meeting action.
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Protocol Deviation/Violation Report Form 
	Study IRB ID#  FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
. FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
  Study Title:



	Study PI
	Sponsor

	Subject ID:
	Report Completed by:


1. 
How did you become aware of the protocol deviation/violation? 

 FORMCHECKBOX 
 PI/study staff discovered 
 FORMCHECKBOX 
 Sponsor/monitor discovered 
 FORMCHECKBOX 
 other: _______ 

2. 
What date did you become aware of the deviation/violation? ________ 

3.
Deviation/Violation Category

 FORMCHECKBOX 
 Protocol Deviation


Which category best describes the protocol deviation?

	 FORMCHECKBOX 
  Laboratory specimen not obtained

	 FORMCHECKBOX 
  Study procedure not completed or incorrectly performed.

	 FORMCHECKBOX 
  Medication error by study staff
	 FORMCHECKBOX 
  Dosing error by participant

	 FORMCHECKBOX 
  Participant seen out of window
	 FORMCHECKBOX 
  Use of Medications not allowed by Protocol

	 FORMCHECKBOX 
 Medication missing from site
	 FORMCHECKBOX 
  Other: ______________________________


 FORMCHECKBOX 
Protocol Violation


Which category best describes the area of the violation? 

	 FORMCHECKBOX 
   Informed consent 
	 FORMCHECKBOX 
   Protocol procedure 

	 FORMCHECKBOX 
  Breach of confidentiality 
	 FORMCHECKBOX 
  Safety monitoring 

	 FORMCHECKBOX 
  Inclusion/exclusion criteria 
	 FORMCHECKBOX 
   Adverse event management 

	 FORMCHECKBOX 
   Randomization 
	 FORMCHECKBOX 
  Other: _________________ 

	 FORMCHECKBOX 
  Investigational drug or other medication error 
	


4.
Was there a violation of the participant’s rights, welfare, or safety?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
 No

5. 
Provide a detailed description of the protocol violation/deviation, including cause(s): 

	


6.
Did the violation result in an adverse experience? 

 FORMCHECKBOX 

Yes 
 FORMCHECKBOX 

No 


(if yes, submit an Adverse Event report to the IRB)
7.
Was the sponsor notified of the violation? 



 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 N/A 

8.
Has the sponsor provided an exemption?



 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A

9.
Did you inform the affected participants of the violation? 
 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No 

10.
Will the participant remain in the study?




 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

11. 
What will be done in the future to prevent recurrence of this protocol deviation/violation? Provide a corrective action plan (including dates) addressing necessary issues. Attach pages as necessary
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