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THE ROYAL VICTORIAN EYE AND EAR HOSPITAL
HUMAN RESEARCH ETHICS COMMITTEE

Research Project Deviation and/or Violation Reporting Form
	Project No:  
	
	Principal Investigator:
	

	Project Title:
	


	Type of Research

	 FORMCHECKBOX 

Research (non clinical)
	 FORMCHECKBOX 

Clinical Research


An incident comprising failure to comply with the research protocols approved by HREC must be reported to the committee and may be found to be a deviation or violation:

· A Research Project Deviation is a less serious breach, divergence or departure from the requirements of Good Clinical Practice or the Research Proposal/Protocol and does not have a significant impact on the continued safety or rights of participants or the reliability and robustness of the data.
· A Research Project Violation is a serious breach of Good Clinical Practice or the Research Proposal/Protocol that is likely to affect to a significant degree:
a) the safety or rights of a research participant, or 

b) the reliability and robustness of the data generated in the research project

A Research Project Violation may, in some cases result in the exclusion of a participant from the study, exclusion of a participants data from the results of a study or in some cases a charge of research misconduct.
	Indicate the type of Deviation and or Violation

	 FORMCHECKBOX 

Deviation

	 FORMCHECKBOX 

Violation

	 FORMCHECKBOX 

	Randomisation of an ineligible participant

	 FORMCHECKBOX 

	Eligibility criteria exception 

	 FORMCHECKBOX 

	Screening procedure required by the protocol not done 

	 FORMCHECKBOX 

	Screening or on-study procedure done outside the protocol required time 

	 FORMCHECKBOX 

	Incorrect therapy given to the participant

	 FORMCHECKBOX 

	On-study procedure required by the protocol was not completed as determined by Principal Investigator 

	 FORMCHECKBOX 

	Visit non-compliance 

	 FORMCHECKBOX 

	Medication non-compliance 

	 FORMCHECKBOX 

	Other:

	Description




	Number of participants directly affected by the protocol deviation or violation
	


	Brief explanation and risk assessment (include any impact on conduct of research project, ethical acceptability of protocol or safety of participants)




Action recommended by the Investigator/s

	
	Yes
	No

	Participant to be withdrawn 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Participant(s) will remain on the study but data analysis will be modified 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Change to the protocol 
	  FORMCHECKBOX 
*
	 FORMCHECKBOX 


	Change to the Participant Information and Consent Form/s 
	  FORMCHECKBOX 
*
	 FORMCHECKBOX 


	Previously Enrolled Participants are to be notified 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The study is to be suspended
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The study is to be stopped 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Sponsor or cooperative group study coordinator was notified date ___/____/____ 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	No action
	 FORMCHECKBOX 

	 FORMCHECKBOX 



* If the report results in changes to the Protocol and/or PICF(s) please also submit the amended documents together with a HREC Amendment Form requesting approval of these changes.

Principal Investigator Signature:   
Date:   
------------------------------------------------------------------------------
	Form Version 3 - Oct 2019

	Office Use Only

 FORMCHECKBOX 

Deviation noted by HREC Chair
	HREC Chair approval signature:
Date:

	 FORMCHECKBOX 

Violation (
for noting at next HREC meeting
Violation noted at HREC Meeting held: ____/____/________
Name:
Signed:
Date:
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