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TASMANIA HEALTH AND MEDICAL HREC
PROTOCOL DEVIATION REPORT FORM
Please see Protocol Deviations Guidance Notes December 2010 for information on the circumstances leading to the necessary completion of this form.

An electronic version of this form and any attachments must be emailed to Adele.Kay@utas.edu.au 
A signed hard copy is be mailed to Human Research Ethics, Pte Bag 1, Sandy Bay 7001

If you have any questions please call 6226 1956
	Ethics Reference Number
	H
	Date:
	


	TITLE of Approved Project 

	


	INVESTIGATOR NAMES

	Chief Investigator
	

	Phone:
	

	Email:
	

	Other Investigator
	

	Phone:
	

	Email:
	

	Other Investigator
	

	INVESTIGATOR NAMES (continued)

	Phone:
	

	Email:
	

	Data Manager:
	

	Phone:
	

	Email:
	


	Description of the deviation

(Please describe the type of deviation, the circumstances surrounding it and the date on which it occured.)


	


	Action taken by the Chief Investigator to remedy deviation
(Please provide a description of the actions taken by the Chief Investigator as a result of the deviation. This may include but is not limited to the withdrawal of the participant/s, the re-consenting of participant/s)


	


	Steps taken to avoid recurrence
(Please provide a description of the steps that have been or will be taken by the Chief Investigator to prevent a recurrence. This may include but is not limited of training of staff, adjustments to procedures.)


	


	Does the protocol need to be changed ?
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No 

	If you answered yes please complete an amendment form.


	Does the information sheet and/or consent form need to be changed?                   
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No 

	If you answered yes please complete an amendment form.


	Has the study sponsor been advised (if relevant)?
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No 

	If yes, please provide details of any recommendations made.


	Have the participant(s) concerned been notified (if appropriate)?                   
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No 


	Signatures:

	Chief Investigator’s name:



	Chief Investigator’s signature:



	Date:
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