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Participant Information Sheet
	Title
	Prostate Cancer Outcomes Registry – Queensland, PCOR-QLD

	Project Funding
	Movember Foundation

	Clinical Registry Manager
	Dr Mary-Anne Kedda

	Coordinating Principal Investigator
	Professor Colleen Nelson

	Principal & Associate Investigators
	Dr Stefan Antoniou, Dr Sanjeev Bandi, Dr Stephen Bourne, Dr Peter Burke, 

Dr Alistair Campbell, Dr Adrian Clubb, Dr Geoffrey Coughlin, Dr Garrath Evans, Dr Tony Gianduzzo, Dr Jacob Gleeson, Dr Katherine Gray, 

Dr Kiran Hazratwala, Dr Peter Heathcote, Dr Margot Lehman, Dr Steven Lun, Dr James Mackean, Dr Greg Malone, Dr Jason Paterdis, Dr Stuart Philip,
Dr John Preston, Dr David Pryor, Dr David Sillar, Dr Phillip Smith, Dr Yang Sun, Dr Alex Tan, Dr HS Teng, Dr Christopher Tracey, Dr Ian Vela, 
Dr Christopher Vernon, Dr Euan Walpole, Dr Roger Watson, Dr David Winkle, Dr Glen Wood, Dr Simon Wood

	Locations
	Genesis Cancer Care, Mater Hospitals, Queensland Health, Ramsay Health Care, Uniting Care Health




Part 1
What does my participation involve?

1.
Introduction
The Prostate Cancer Outcomes Registry (PCOR) has been designed to monitor patterns and quality of care provided to men with prostate cancer. PCOR-QLD will collect health information for all men diagnosed with prostate cancer in Queensland.

This Participant Information Sheet tells you about the Registry. It explains what is involved. Knowing what is involved will help you decide if you want to take part. Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or local health worker.

Participation in this research is voluntary. If you decide you do not want to take part, you do not have to and you can choose to “opt out”. You will receive the best possible care whether or not you take part. You will be automatically included in the registry, unless you decide to opt out.
2. 
What is the purpose of this research?

Queensland is participating in a national project, to establish a population-based Prostate Cancer Outcomes Registry – Australia and New Zealand (PCOR-ANZ), which will help to improve the quality of care provided to men with prostate cancer. The Registry will be collecting data on care provided to patients who have been diagnosed with prostate cancer and are receiving treatment at participating hospitals in Australia and New Zealand. 

This Participant Information Sheet has been sent to you to tell you about the Registry and because our records note that you have been diagnosed with prostate cancer. Your doctor is best placed to convey and discuss this with you. 
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The aim of the Registry is to improve the quality of care provided to men with prostate cancer. Information from the registry will be used to monitor the clinical care that is provided, including treatment, complications and both short and longer term outcomes. This information will be used to help identify trends and whether gaps exist in service provision. This is a national research project that is funded by the Movember Foundation, with the support of all specialty medical societies that manage prostate cancer and other local organisations in each State and Territory. 
PCOR-QLD will be coordinated by the Australian Prostate Cancer Research Centre – Queensland (APCRC-Q), which is based at the Princess Alexandra Hospital in Brisbane. PCOR-QLD will collect information on your name, age, address and contact details, the name of your treating institution, clinical information related to assessing your condition and procedures or treatment provided, the date/s when treatment was provided or commenced, and some information about your general state of health. We may also ask you to complete some short questionnaires or survey tools, about your quality of life. Data from PCOR-QLD will periodically be uploaded to the national Registry. Both databases are managed by Monash University and have an ISO 27001-certified Security Management System. 

We need to keep identifiable data in the Registry so that we can periodically link the Registry to our State Registry for Births, Deaths and Marriages and to the National Death Index. Most information will be obtained from your medical records, however we will follow up with you in approximately twelve months’ time to see how you are going. At this point in time we may call you for three to five minutes to check that your details are correct and ask you to complete some short surveys. The national Registry expects to receive approximately 21,000 prostate cancer registrations across Australia each year. 
3.
What does participation in this research involve?
If you are happy to have your details included in the national Registry, you do not have to do anything. We will access your hospital medical record to collect information for the Registry and one of the study coordinators may call you to ask questions about the state of your health in the next one to two years. This call will usually take three to five minutes to complete. We may also ask you to complete some short surveys. There are no costs associated with participating in the Registry, nor will you be paid.

4.
Do I have to take part in this research project?

Participation in any research project is voluntary. You are free to withdraw from the project at any stage. If you would prefer not to participate in the Registry, you will need to tell us by completing the “Opt-Out Form” on page 4, calling the free call number 1800 771 410, or sending an email to pcorqld@qut.edu.au. If we do not hear from you within two weeks, we will assume that you are happy for us to collect your information. Your decision to take part or not to take part, or withdraw, will not affect your relationship with your treating hospital or specialist.

5.
What are the possible benefits of taking part?
You will receive no direct benefit from contributing to this Registry. However, you may benefit indirectly from findings obtained from the Registry. Specifically, a major benefit from the Registry will be the ability to monitor quality of care across sites, to ensure the delivery of the best possible health service to men with prostate cancer. If, at the time of your follow up call, your quality of life is particularly poor, we will make this known to your specialist, with your consent.

6.
What are the possible risks of taking part?
Researchers directly involved with collection of data will have access to your medical record. To ensure that your private information is safeguarded, registry staff must comply with very strict privacy principles. Researchers will not release your identifiable information to any person or organisation outside the Registry, except to the two Registries with which it will periodically link to obtain important clinical information (the Cancer Registry and the death registry) and to your treating specialist, with your consent. No report will contain identifying information about you.
Part 2
How is the research project being conducted?

7.
What will happen to information about me?
Data within the Registry will be identifiable. It will be safeguarded through State and Commonwealth privacy laws. Information will be stored securely, with access restricted only to Registry officers. Any research undertaken using this Registry data will require researchers to have approval from an ethics committee. In consenting to have this information collected, you will be agreeing to have this information used for research that aims to investigate quality of care issues relating to prostate cancer. As this is an ongoing Registry, data will be kept indefinitely in a secure environment. 

8.
Can I access research information kept about me?
In accordance with relevant Australian privacy and other relevant laws, you have the right to access the information collected and stored by the researchers about you. Please contact the Clinical Registry Manager if you would like to access your information. 

9.
Who has reviewed the research project?
All research in Australia involving humans is reviewed by an independent group of people, called a Human Research Ethics Committee (HREC). The ethical aspects of this research project have been reviewed by the HRECs at Queensland Health, Greenslopes Private Hospital (for Ramsay Health Care) and Uniting Care Health. This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007) produced by the National Health and Medical Research Council of Australia. This statement has been developed to protect the interests of people who agree to participate in human research studies.

10.
Who can I contact?
If you want any further information concerning this project, you can contact:

Clinical Registry Manager:

Dr Mary-Anne Kedda 

(07) 3176 7432

Principal Investigator: 

Professor Colleen Nelson
(07) 3176 7443

If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact the Executive Officers for the HRECs at:

Queensland Health:


HREC Coordinator

(07) 3443 8049

Greenslopes Private Hospital (for Ramsay Health Care):






HREC Coordinator

(07) 3394 7819

Mater Hospital & Health Services
Research Governance Office
(07) 3163 3769

Uniting Care Health:


HREC Coordinator

(07) 3232 7500
In case of a medical emergency, you should contact the usual services, for example, your GP or the hospital, as you would when not participating in a research study.

Opt-Out Form

	Title
	Prostate Cancer Outcomes Registry – Queensland, PCOR-QLD

	Project Funding
	Movember Foundation

	Clinical Registry Manager
	Dr Mary-Anne Kedda

	Coordinating Principal Investigator
	Professor Colleen Nelson

	Principal & Associate Investigators
	Dr Stefan Antoniou, Dr Sanjeev Bandi, Dr Stephen Bourne, Dr Peter Burke, 

Dr Alistair Campbell, Dr Adrian Clubb, Dr Geoffrey Coughlin, Dr Garrath Evans, Dr Tony Gianduzzo, Dr Jacob Gleeson, Dr Katherine Gray, 

Dr Kiran Hazratwala, Dr Peter Heathcote, Dr Margot Lehman, Dr Steven Lun, Dr James Mackean, Dr Greg Malone, Dr Jason Paterdis, Dr Stuart Philip,
Dr John Preston, Dr David Pryor, Dr David Sillar, Dr Phillip Smith, Dr Yang Sun, Dr Alex Tan, Dr HS Teng, Dr Christopher Tracey, Dr Ian Vela, 
Dr Christopher Vernon, Dr Euan Walpole, Dr Roger Watson, Dr David Winkle, Dr Glen Wood, Dr Simon Wood

	Locations
	Genesis Cancer Care, Mater Hospitals, Queensland Health, Ramsay Health Care, Uniting Care Health


Please do not sign this form if you want to participate in the Registry 

This form is only to be completed if you do not want your information to be collected for the Registry

Declaration by Participant

1. I do not wish to participate in the Registry and I understand that my decision will not affect my future health care.
2. I have read the attached Participant Information Sheet. 

3. I understand the purposes, procedures and risks of the research described in the project.

4. I have had an opportunity to ask questions and I am satisfied with the answers I have received.

5. I am happy for my details to remain in the Registry, however I do not wish to receive a follow up call

OR (cross out the option that you do not want)
I wish to have any details that may already be in the Registry removed
 and I do not wish to receive a follow up call 


Name of Participant (please print) 








Signature 





 Date 





 Please return signed form to: 
Dr Mary-Anne Kedda, APCRC-Q, Level 1, Building 1,

Princess Alexandra Hospital, 199 Ipswich Road, Woolloongabba QLD 4102



