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HUMAN RESEARCH ETHICS COMMITTEE

Annual Report

Approval of research projects by the Eye and Ear HREC is conditional upon the provision of an annual report within 12 months of approval.  Please provide an electronic copy to the Research Office.
	PROJECT NO:  
	
	PRINCIPAL INVESTIGATOR:  
	

	PROJECT TITLE:
	


	Type of Research (( mark the appropriate box)

	Research (non clinical)
 FORMCHECKBOX 

Clinical Research

 FORMCHECKBOX 

Clinical Trial


 FORMCHECKBOX 

If clinical trial, have you submitted:

-Annual Safety Report (ASR)

- Name of the International Clinical Trials Registry Platform (ICTPR) and reference number
	ASR Attached

 FORMCHECKBOX 

Date submitted (if separate to this report)
___/___/______

Name __________________________________________
Reference Number ________________________________


	Please list sites included in this report

	

	

	Please list current research team members

	Name
	Role
	Other notes

	
	
	


Status of Project (( mark the appropriate box)
	Not Commenced
 FORMCHECKBOX 

	Continuing
 FORMCHECKBOX 


	Date of Commencement/Proposed Commencement:
	

	Proposed Completion Date:
	

	
	

	Recruitment
	

	Total Target Enrolment Number (all sites):
	

	RVEEH Site
	

	Total Target Enrolment Number:
	

	a) Number of Participants recruited to date:     (a = c + d + e)
	

	b) Number of Participants recruited since last approval:
	

	c) Number of Participants currently in study:
	

	d) Number of Participants withdrawn to date:
	

	e) Number of Participants who have completed study:
	


Please answer the following:  (( mark the appropriate box)
	Have you encountered any problems in the following areas:


Study Design


Ethics


Finance

Recruitment of Subjects
Facilities, equipment

If YES to any of the above, please provide summary of problems encountered.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 



	Have any participants been withdrawn from the study since last approval?  If YES, please provide details.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 


	Have any adverse events, unexpected side effects, complications or other issues been observed or any new ethical issues emerged since last approval?  If YES, please provide details.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 


	Has any information come to light from this, or other similar studies which might affect the HREC’s perception of the risks/benefits ratio of this study?  If YES, please provide details.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 



	
Has written informed consent been obtained, and will continue to be obtained, from all participants.  If NO, please provide an explanation.

	
YES

 FORMCHECKBOX 

	
NO

 FORMCHECKBOX 



PROGRESS REPORT:

Give a brief statement on progress so far (in layterms). Please include original aims and a summary of findings to date.

PUBLICATION: (( mark the appropriate box)
Please attach copies of all publications.

	Have you published your findings?  If YES, indicate details of your publication (listing authors, title, journal, date, pager numbers etc).


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 


	If NO, do you intend to publish your findings?


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 



PRESENTATIONS: (( mark the appropriate box)
	Have you presented your data at a scientific meeting?

If YES, please provide details.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 



I confirm that this project is being conducted as originally approved by the Human Research Ethics Committee (and subject to any changes subsequently approved) and that all adverse events are reported to the Committee according to the guidelines for reporting of adverse events and the NHMRC National Statement.

Signature of Principal Investigator:  
Date:  
Human Research Ethics Committee



Self Audit for Researchers

	PROJECT NO:  
	
	PRINCIPAL INVESTIGATOR:  
	

	PROJECT TITLE:
	


This document has been designed to help researchers to reflect on their research conduct and to

comply with guidelines for responsible research conduct. The Committee requires that a member of the study team completes this document annually when completing their annual report, discuss and obtain ’sign-off’ from the Principal Investigator, and then submit a copy to HREC and file the signed document with other study documents.

Are all of the following true for your research project?

	Study Oversight

	The documentation for this project is up to date, accessible, clearly ordered and comprehensible. The Principal Investigator knows where to find all relevant documentation and has been provided with the passwords to the databases.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	Approaches to potential participants have been made only by the individuals with full knowledge of the study protocol and of the risks and inconveniences associated with participation (& approved by HREC).


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	There is a regular meeting of the study team including the Principal Investigator/s to discuss the progress of the study and a record of these meetings is maintained.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	All personnel are trained in the study protocol prior to study involvement.
	YES

 FORMCHECKBOX 


	NO

 FORMCHECKBOX 


	N/A

 FORMCHECKBOX 



	Ongoing training for new personnel or for protocol amendments have been completed and documented as required.
	YES

 FORMCHECKBOX 


	NO

 FORMCHECKBOX 


	N/A

 FORMCHECKBOX 



	All study personnel have been informed of any updates regarding the Protocol, safety profile of the investigational product, or any other safety information regarding the study.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	Ethics and Governance

	The study is being conducted in accordance with the protocol approved by the Eye and Ear HREC. Any modifications have been reported to the Committee and the relevant documents updated.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	HREC approval has been received for all public advertising material that seeks participants to participate in the study.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	All serious and unexpected adverse incidents have been reported to the Eye and Ear HREC.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 



	Participant Information and Consent Form

	Signed consent forms have been obtained from all participants (where applicable) and reconsented if necessary. They are stored securely and are available for audit.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	Participants know who to contact if they have a question, complaint or an emergency.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	All study participants have been provided with a copy of the Participant Information sheet approved by the Eye and Ear HREC.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	A translator and/or a translated copy of the Participant Information sheet in his/her own language has been provided to all non-English speaking participants.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	Data Integrity and Privacy

	Any personal identifying information that has been transferred to portable drives including USB sticks or portable computers has security measures in place to ensure no unauthorised access.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	All computer files containing study data are protected by passwords.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	 All principal computer files containing study data are stored on a secure network drive where they are regularly backed up.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	All paper-based questionnaires have the identifying information removed immediately after processing and are then identifiable only by a code. The ‘code-key’ is stored separately under lock and key at all times.


	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 

	N/A

 FORMCHECKBOX 


	Comments

	


Form completed by: ……………………………………………………………………

Principal Investigator:………………………………………………………………….. Date:………………
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