

DEVIATION & NONCOMPLIANCE TRACKING LOG

	PROTOCOL REF.
	

	PRINCIPAL INVESTIGATOR (PI)
	

	INVESTIGATOR SITE
	



COMPLETION INSTRUCTIONS
1. The purpose of the Deviation & Noncompliance Tracking Log is to document and track deviations and noncompliances for the clinical trial.

2. The Deviation & Noncompliance Tracking Log should be customised for the clinical trial.

3. The Deviation & Noncompliance Tracking Log may be completed manually or electronically. 

4. The investigator should:
(i) review all deviations and non-compliances;
(ii) ensure that root cause analysis is performed by analysing why and how the deviation / noncompliance occurred;
(iii) ensure that Corrective Actions and Preventive Actions (CAPA) are implemented effectively to prevent a recurrence, where applicable.
DEFINITIONS
· PROTOCOL DEVIATION: A deviation is a change, divergence or departure from the trial protocol agreed by the principal investigator(s) and sponsor and approved by the IRB and HSA (as required), process or procedure.
· IMPORTANT PROTOCOL DEVIATION (IPD): An Important Protocol Deviation is a subset of protocol deviations that may significantly impact the completeness, accuracy and/or reliability of the trial data or that may significantly affect a participant’s rights, safety or well-being. 
· NONCOMPLIANCE / BREACH: A noncompliance / breach is a change, divergence or departure from the principles of Good Clinical Practice (GCP), the trial protocol, or the applicable regulations.
· SERIOUS BREACH: A Serious Breach is a breach during a clinical trial which is likely to affect to a significant degree:
· The safety, or physical or mental integrity, of any participant of a clinical trial; or
· The scientific value of the clinical trial.
· NB: Important Protocol Deviations are a sub-set of Serious Breaches. Serious Breaches are defined more broadly to include significant deviations from the protocol, the GCP principles and the applicable regulations.


	Description of deviation / noncompliance
	Participant ID(s)
	Onset Date
[DD MMM YYYY]
	Investigator Site Awareness Date
[DD MMM YYYY]
	Sponsor Awareness Date
[DD MMM YYYY]
	Root Cause Analysis
	Corrective Action(s)
	Preventive Action(s)
	To be completed by Principal Investigator (PI)
	IRB Submission Date
[DD MMM YYYY]
	HSA Submission Date
(if applicable)
[DD MMM YYYY]

	
	
	
	
	
	
	
	
	Is it an IPD?
	Is it a Serious Breach?
	PI Initials and Date
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