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Research Project Details
	HREC Reference Number:
	

	Site Reference Number:
	

	Coordinating PI/PI:
	

	Short Project Title:
	

	Date if this submission
	

	HREC Approval Date:
	



Type of Protocol Deviation or Violat[image: image1]ion
	
	Date

	 FORMCHECKBOX 

	Is this a deviation?
	

	 FORMCHECKBOX 

	Is this a violation?
	


	 Indicate the type of deviation or violation

	 FORMCHECKBOX 

	Randomisation of an ineligible patient 
	

	 FORMCHECKBOX 

	Eligibility criteria exception 
	

	 FORMCHECKBOX 

	Screening procedure required by the protocol not done 
	

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	Incorrect therapy given to the patient 
	

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	Visit non-compliance 
	

	 FORMCHECKBOX 

	Medication non-compliance 
	

	 FORMCHECKBOX 

	Other:
	

	Description:

	



Action recommended by the Investigator/s
	
	YES
	NO

	Participant to be withdrawn 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	Sponsor or cooperative group project coordinator was notified date ____/____/____ 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Change to the protocol
	  FORMCHECKBOX 
*
	 FORMCHECKBOX 


	Change to the Participant Information and Consent Form/s 
(submit an Amendment Form)
	  FORMCHECKBOX 
*
	 FORMCHECKBOX 


	Previously Enrolled Participants are to be notified 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The project is to be suspended
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The project is to be stopped 
	 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 a HREC Amendment Form requesting approval of these changes.



Declaration    
	I confirm that this project is being conducted in keeping with the conditions of approval of the reviewing HREC (and subject to any changes subsequently approved).

I confirm that the project is being conducted in compliance with the NHMRC National Statement on Ethical Conduct in Human Research (NHMRC, 2007) or as amended.

I confirm that I have not received any information in any form from anyone involved in the trial to suggest this report does not accurately reflect the progress of the project at the above site(s).

	
	
	

	Signature of Principal Investigator:

	
	Date: 


	CPI/PI Name:

	
	Trial Coordinator:
	

	Signature:

Date:
	
	Signature:

Date:
	

	Email:
	
	Email:
	

	Phone number:
	
	Phone number:
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