UWS HUMAN RESEARCH ETHICS COMMITTEE ETHICS PROTOCOL REPORT FORM FOR RESEARCH PROJECTS INVOLVING HUMAN PARTICIPANTS 

Dear Principal Researcher/s 

The University is obliged to monitor human research at regular intervals to ensure compliance with the approved protocol.
  While the principle objective of monitoring is to ensure the rights and interests of participants are protected, it is also concerned to foster responsible research, thereby maintaining the reputation of the University and its researchers. 

It is the responsibility of the Principal Researcher/s to ensure that research involving human participants is conducted according to the protocol approved by the Human Research Ethics Committee (HREC). The HREC must be notified immediately of any unforeseen events, adverse or otherwise, or significant variations to the research protocol that might affect continued ethical acceptability of the project.  The Principal Researcher/s are also required to provide the HREC with a final report at the completion of the project.

In completing this report, please refer where necessary to your application for ethics clearance, which sets out the approved protocol and any special conditions imposed by the HREC at the time of approval.

Human Ethics Officer, UWS 

On behalf of the UWS Human Research Ethics Committee 

Please return the completed form to the Human Ethics Officer using one of the following options: 

Email: 

humanethics@uws.edu.au  
Internal: 
Human Ethics Officer 

Office of Research Services 

Building K 

Penrith (Kingswood) Campus 

Mail: 

Locked Bag 1797 

                        Penrith, NSW 2751
Fax: 

(02) 4736 0013
ETHICS PROTOCOL REPORT FORM
Title of Project: 
Approval Number: 


Approval Period: From __________ To __________ 
Principal Researcher/s: 
Address for Correspondence: 

SECTION A 

(Please circle the correct response where appropriate) 
1. Status of Research Project (please choose one): Final report / Progress report

a) Project Completed (DD/MM/YYYY): 

b) In progress. Anticipated date of completing involvement with human participants and/or their records (DD/MM/YYYY):

c) Commenced, but abandoned (DD/MM/YYYY): 

Please give brief reasons as to why the project was abandoned, and then return this report.

2. Variations to Ethics Protocol:

Your research project was granted ethics clearance on the basis of a protocol submitted by you and approved, together with any special conditions imposed upon it. 
In the conduct of this project, have there been any variations to that protocol in respect of:

	Investigators
	Yes / No

	Duration of project
	Yes / No

	Research procedures (eg: study design, sample size, source & method of recruitment, information and consent forms)
	Yes / No

	Your proposed schedule of progress
	Yes / No

	Participant care and feedback
	Yes / No

	Security and storage of data
	Yes / No


If you have answered Yes to any of these questions, please provide details:

3. Number of participants recruited: As you expected / More / Less
If less, what are the implications for your statistical analysis and how have you (or how do you intend to) address them?

Since the commencement of your project, how many participants have withdrawn their consent? Briefly state the reasons for this.

4. Adverse events: 


Have any participants encountered adverse effects while participating in your research project (eg stress, psychological trauma, unforeseen side effects of procedures)? Yes / No

If Yes, have these been reported to the Committee? Yes / No 

Briefly list incidents or complaints, and describe what action has been taken.
SECTION B
5. Does your project involve Aborigines or Torres Strait Islanders?   Yes / No 

If No, go to SECTION C 
If Yes, please complete the following: 

a) What difficulties, if any, have you encountered in conducting your research in the participant/s community or group? 

b) Have you employed a local member of the community or group as part of your research team? Yes / No 

If Yes, in what capacity? If No, please give reasons for not employing a local member.

SECTION C
6. Please comment on any other ethical aspects relating to your research.

SECTION D 
I / we certify that the information provided in this report is an accurate account of the conduct for the above research project for which I / we am/are responsible.

Principal Researcher......................................................... 

Date.........................................................  

Principal Researcher......................................................... 

Date.........................................................  

Principal Researcher......................................................... 

Date.........................................................  

� This protocol is the agreed basis for conducting the research (i.e. the formal application for human ethics clearance as approved by the Research Ethics Committee)





