Report of Noncompliance

INSTRUCTIONS
Noncompliance that occurs in relation to a study with current Saint Luke’s Institutional Review Board (IRB) approval must be submitted within iMedRIS.  
· Submit this form with your iMedRIS reportable event submission.
· If using this form to report noncompliance to Saint Luke’s IRB that does not have a current iMedRIS submission (e.g., study is already closed, IRB approval was never obtained), email the completed form to irb@saintlukeskc.org. 
· Do not include identifying information about participants in this report.
DEFINITIONS
· Noncompliance occurs when any action or activity associated with the conduct or oversight of research involving human participants that fails to comply with federal regulations or the requirements or determinations of Saint Luke’s IRB. 
· Minor Noncompliance occurs when noncompliance does not have an effect on participant safety or data integrity.
· Major Noncompliance is a more serious incident involving noncompliance with the protocol usually involving critical study parameters.  Major noncompliance generally affects the participant’s rights, safety, or welfare, or the integrity of the study data.
REPORTING CRITERIA
All instances of noncompliance should be reported to Saint Luke’s Human Research Protection Program (HRPP) in accordance with the Saint Luke’s HRPP Handbook. 
REPORTING TIMEFRAMES
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Within 24 hours:
· Fatal or life-threatening event involving a Saint Luke’s participant
· Breach of confidentiality
· Noncompliance resulting in suspension or termination of a study by the investigator or sponsor
Within 10 working days:
· All other Major Noncompliance
At the next Continuing Review:
· Minor Noncompliance
SECTION A: BASIC INFORMATION
1. Principal Investigator Name (Last, First):  Click or tap here to enter text.
2. Saint Luke’s IRB # (if applicable):  Click or tap here to enter text.
3. Protocol Title:  Click or tap here to enter text. 

4. Sponsor/Funding Agency (if applicable):  Click or tap here to enter text. 
5. Does the noncompliance involve any other collaborating organizations outside of Saint Luke’s?  
☐ Yes
☐ No
If yes, please list all collaborating organizations:  Click or tap here to enter text.

6. Report type:
☐ Initial
☐ Follow-Up
SECTION B: NONCOMPLIANCE INFORMATION ASSESSMENT
In this section, you will categorize the nature of the event that you are reporting to Saint Luke’s IRB. When you complete the report include flyers, tests, consent forms, or any other documentation related to the noncompliance. You may attach a separate document if the description does not fit in the space provided.
Please check all the boxes that apply to the event(s):
☐ The researchers in this study collected data without an active Saint Luke’s IRB protocol, and/or conducted research activities after the study expiration date. 
(Examples include advertising, recruitment, data collection and data analyses.)



☐ The researchers in this study changed study procedures without prior Saint Luke’s IRB review/approval.
(Examples include recruitment methods, study population, number of participants, data collection techniques, and consent form wording.)
Please indicate all activities that were conducted. Be specific about the reason(s) why the study was changed and why IRB review and approval was not sought in advance:



☐ The researchers in this study are reporting noncompliance related to study documentation. 
(Examples include failure to obtain signatures on a consent form, loss of consent forms/study data, and failure to retain study information.)
Please describe what study documentation requirements were not met. If materials are lost, please indicate the last known location, format, nature of the data, and how materials were misplaced or breached:



☐  The researchers in this study are reporting a breach of confidentiality or any disclosure of protected information about a participant to a third party without either a court order or consent of the participant.  
Examples include, but are not limited to:
1. Unauthorized disclosure of protected health information (PHI) to a third party
2. Loss/theft of a computer or device containing protected information
3. Accessing PHI without prior authorization from a participant, a valid IRB-approved waiver of authorization, or submitted Preparatory to Research attestation.




☐ Other noncompliance 
(Examples include unauthorized key personnel changes, failure to disclose potential financial conflict of interest.)
If the noncompliance being reported does not fit into the categories described above, please provide a detailed description of the event:



SECTION C: NONCOMPLIANCE CORRECTION AND CERTIFICATION
1. What remedies have you put into place for this incident(s)? 
(Examples, increased training, document security, additional staff, proposed changes to the consent form.)



2. Please explain your plan to avoid a future recurrence of the noncompliance.



Principal Investigator Certification
My signature certifies that I am providing accurate information to the best of my current knowledge about the event(s). I understand and acknowledge that Saint Luke’s HRPP and the Saint Luke’s IRB will review and make a determination about this event and any data collected as a result of noncompliance. I have directed any key or non-key personnel on this study to cease any activity which may lead to further noncompliance.

_________________________________				__________________
Principal Investigator’s Signature					Date

image1.jpg
Saint Luke’s

BJC Health West Region Offices
901 E. 104th St.

Kansas City, MO 64131

SaintLukesKC.org




