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THE UNIVERSITY OF

NEWCASTLE

AUSTRALIA




ANNUAL PROGRESS REPORT TO 

HUMAN RESEARCH ETHICS COMMITTEE
You should only complete this report if you have been directed to do so in a communication from the Human Research Ethics Committee.

Due Date:
The last working day of the month in which your approval was granted.  


Failure to submit by the due date will result in an expiration of approval.

How to submit:
1.
Ensure that you have answered all relevant questions.


2.
Complete the Declaration at the end of the report.


3.
‘Save’ to a folder of your choice.  


4.
Send the report to Human-Ethics@newcastle.edu.au under cover of your personal email.  The email must include an email signature showing your name, position and organisation.  
To enter text at       or to select  FORMCHECKBOX 
 click in the shaded area.
SECTION A:    PROTOCOL IDENTIFICATION

On the memo you received from the Human Research Ethics Committee, “copy” the top section which identifies the Researchers, Protocol Title, Date, and Reference No, and then “paste” it in the shaded area below.
     
SECTION B:    PROGRESS   
B1.
STATUS OF PROJECT

 FORMCHECKBOX 

Completed on: 




(date) 
     


ie, data is in long-term storage and not expected to be accessed for further analysis for this project 


 FORMCHECKBOX 

In progress.
Anticipated date of completion:

(date)
     
 
ie, data is still being collected, or, data collection  is completed but analyses are continuing, as per original ethics approval. 

 FORMCHECKBOX 

Postponed.  Anticipated date of commencement: 
(date)  
     


ie, the project has yet to commence.

 FORMCHECKBOX 

Abandoned on:  

    (Provide date and go to 1.1)
     


1.1
Reasons for abandonment (eg not funded, poor response rate, etc):

	     




1.2
What has happened to the data that was collected prior to the project being abandoned?  If retained – in what form, by whom and where is it being stored?
	     




1.3
What information has been provided to the participants in the study regarding the cessation of the study? Attach a copy of any written advice given to them. 
	     



B2.
VARIATIONS TO THE APPROVED PROTOCOL
The HREC granted ethics approval for your project on the basis of a protocol submitted by you.  A condition of that approval required any proposed variations to the approved protocol being approved by the HREC prior to implementation.  
2.1
Since approval, have there been any variations to the protocol in respect of the following which have not been approved by the HREC:

Investigators

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Research procedures:



Study design and research plan

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



Number of participants/records/samples

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



Source of participants/records/samples

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



Method of recruitment

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



Information and consent documents

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 



Other variations 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 

2.2
If you answered YES to any part of the above question, please provide details and the reasons why approval has not been sought from the HREC.
	     



B3.
DATA RETENTION AND STORAGE
3.1
Are there mechanisms in place to ensure appropriate

and secure retention and storage of records and data?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



3.1.1
If NO please explain.

	     



3.2
Have there been any changes to the way in which records 

and data are being maintained that have not been approved

by the HREC eg, location, period of retention, access rights etc?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



3.2.1
If YES please explain.

	     



B4.
RECRUITMENT

‘Participant’ has a broad definition and refers to people who:

· actively participate in your research, eg surveys, interviews or focus groups, psychological, physiological or medical testing or treatment;
· are observed by you either covertly or overtly;
· whose records you are accessing; 
· whose body organs, tissues or fluids are collected;
· you have information about (in individually identifiable, re-identifiable or non-identifiable form) as part of an existing published or unpublished source or database.

4.1
How many participants have been recruited to date?

     

4.2
How many participants have withdrawn from the project



to date?


     


4.2.1
Briefly list the reasons for participants withdrawing.

	     



B5.
OUTCOMES / PROGRESS TO DATE
Provide a concise summary of the outcomes of the research if completed, or progress to date, giving details of what data collection has been completed / yet to be completed, any difficulties encountered, and results / interpretations / publications of any analyses conducted to date.  
(Max 1,000 words)
	     



B6.
MONITORING

What mechanisms are / were in place to monitor the conduct and progress of the research project?

	     



B7.
ADVERSE EVENTS

7.1
In the past 12 months, have any participants encountered 


adverse events while participating in your project? 


(eg side-effects of drugs or procedures, distress or other phenomena)
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

7.2
If YES:

7.2.1
Total number of participants involved:



     


7.2.2
Were all of these adverse events identified in the 



participant Information Statement as potential risks?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



7.2.3
If NO to 7.2.2: 




(a)
Have all adverse events been reported to the HREC?  




(If NO, attach a report detailing the events.)

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    



(b)
What other action has been taken in response to these adverse events?

	     



B8.
OTHER INCIDENTS

8.1
In the past 12 months, have there been any unforeseen incidents 


or complaints? (eg perceived invasion of privacy, etc.)


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

8.2
If YES, please explain:

	     





What action has been taken in response to these incidents?
	     



B9.
FOLLOW-UP OF PARTICIPANTS

9.1
Have participants received appropriate treatment or follow-up 


when indicated, (eg in the case of abnormal clinical findings, 


distress or anxiety)?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    N/A  FORMCHECKBOX 


9.2
Is your research a CTN or CTX drug trial? 


(ie conducted 
under the Clinical Trial Notification or 


Clinical Trial Exemptions schemes)


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
   



If YES: 
Have unused supplies of the trial drug been collected 


from participants?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
   
SECTION C:    APPROVAL FROM ANOTHER ETHICS COMMITTEE
Since gaining approval from the University of Newcastle HREC, has this project 
been submitted to another Human Research Ethics Committee for approval?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
   


If YES:
	Name of Ethics Committee and Institution
	Reference No
	Date approved

	     
	     
	     

	     
	     
	     

	     
	     
	     


SECTION D:    COMMENTS (optional)
Please use this section if there is anything you wish to comment on in relation to this project which has not already been covered.
	     



Thank you for completing this report.  Please continue to the Declaration.
SECTION E:    DECLARATION
In submitting this progress report to the Human Research Ethics Committee, I certify that the information provided by me is an accurate account of the conduct of the above project for which I am responsible.

Name:
     
Note – this must be the Chief Investigator, or in the case of student research, the Project Supervisor.

Date:
     
How to submit:

1.
‘Save’ the entire document (including any supplementary information you are attaching).


2.
Send it from your personal email address.  The covering email must include your email signature showing your name, position and organisation.  Note:  the report will  not be accepted if sent from another person’s email address.

3.
Send to:  Human-Ethics@newcastle.edu.au 


4.
Reports must be received by the Due Date, ie the last working day of the month of your approval.
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