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PARTICIPANT INFORMATION SHEET
The Australian Prostate Cancer Collaboration (APCC) is a group of clinical doctors and scientists from around Australia who are conducting research into diseases of the prostate including cancer. The APCC has set up a BioResource (Tissue Bank), and is collecting and storing prostate tissue, blood and other biological samples for future research purposes. These samples are being collected from men who have prostate cancer and from men who do not have prostate cancer. You are being asked to contribute to this Tissue Bank. If you agree to take part you will be asked to donate some prostate tissue and a blood sample which will be stored in the Tissue Bank for future research. We would also be asking to collect some information from your medical records. You may also be asked to provide additional biological samples or to answer a brief questionnaire.
This Participant Information Sheet contains detailed information about the research project. Its purpose is to explain to you as openly and clearly as possible all the procedures involved in this project before you decide whether or not to take part in it.

Please read this Information Sheet carefully. Feel free to ask questions about any information in the document. You may also wish to discuss the project with a relative, friend or your local health worker or to have someone present when you discuss the information with us.  Feel free to do this.

Once you understand what the project is about and if you agree to take part in it, you will be asked to sign the Consent Form. By signing the Consent Form, you indicate that you understand the information and that you give your consent to participate in the research project. You will be given a copy of the Participant Information Sheet and Consent Form to keep as a record. 
What is the Tissue Bank?

The Tissue Bank is a non-profit organisation that is funded through government grants and collects and stores tissue, blood and other samples for future research purposes. These samples are labelled with a unique code number so as to protect the identity of the donor. When a researcher wishes to study certain diseases of the prostate, he/she can apply to the Tissue Bank for coded samples. These samples can only be released to future researchers if the Tissue Bank has written evidence of ethical approval for their research project.
Associated with the Tissue Bank is the collection of relevant medical history and clinical information of people who have donated tissue and blood samples. This information is stored in a secure clinical database.
_______________________________________________________________________________________________________________
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Purpose of sample collection 

Prostate diseases and prostate cancer are common problems in Australian men. The number of cases of prostate cancer diagnosed each year has increased in recent years. Currently there are a number of treatments available for prostate cancer and previous research has assisted in the development of these treatments. In the research laboratory, scientists are working with and developing new techniques to look at genes and their protein products in cells which may eventually be developed into even better diagnostic tests and treatment options. This project involves the collection of some prostate tissue, blood samples and/or other biological samples from you. The small amounts of these samples that we will bank will be used in a variety of ways. The most important of these will be directed to improvements in the diagnosis and treatment of prostate diseases, including prostate cancer.
How are the tissue/blood samples collected?

You are about to have a biopsy (or surgery) to remove prostate tissue as part of your treatment or to do some tests and  the results of pathology tests on this tissue will be used to plan your care. Generally not all the tissue is needed for diagnosis or needed to plan your care. It is this ‘left over’ tissue that we invite you to donate to the Tissue Bank for storage. There is no guarantee that any of your tissue will be available for research once the pathologist has examined it. The amount stored will depend on how much tissue is available. Usually we receive several small pieces of tissue, in total, about the size of a 5 cent coin. If your prostate tissue has been collected prior to approach by the research team of the Tissue Bank, and surplus material is still with the Pathologist, we would like to approach that Pathologist to request that tissue. 

If the pathologist feels that there is potentially important information related to your diagnosis or treatment in the samples stored by the Tissue Bank, then we will return the tissue for further examination by the pathologist. In most situations this will not be the case and we will be able to bank this tissue for future research. 
We would also like to obtain a blood sample (20-30 mls, or 2-3 tubes) from you. After collection, the blood samples will undergo an initial processing, and then the components will be stored frozen to allow future research to be undertaken. You can donate blood to the Tissue Bank, even if you are not donating prostate tissue. If you consent to having a blood sample collected it will be done at a time that is convenient to you. At some nodes, you may be asked if you are willing to supply a sample of ejaculate or urine for subsequent laboratory isolation of cancer cells.
The Questionnaire
You may be asked if you would like to contribute further to our project by answering a questionnaire. It is optional and will not negatively affect your participation if you do not wish to complete it. The content of the questionnaire may not seem to relate, in places, to donating prostate tissue and other biological samples but they are standard types of questions asked to help identify those things that might make certain men susceptible to prostate disease. You will be given the option of answering the questions in a face to face situation or over the phone at a time and place convenient to you: it should take about 20mins depending on your answers. You will be given the option of refusing to answer certain questions if you think they are of a too personal nature.
Are there any risks involved?

The tissue we wish to collect is no longer needed for diagnosis or planning your medical care therefore, there are no physical risks to you in donating tissue. If blood is collected you might feel a slight pinch in your arm when the blood is taken and you could develop a small bruise. 
If you choose to answer the questionnaire, the only risk may be an emotional one if, for instance, you are asked to do it at a time when you are not feeling well. Your participation is voluntary and you may elect to complete the questionnaire at another time more suitable for you. You may also decline to complete it or decline to answer any particular questions.     
Data collection from your health records

We would also like to collect other relevant information about you and store it on a secure computer database, so that we can link your tissue samples and your health details with personal information such as your age, family history of cancer and any other relevant medical conditions. We will also collect information about your prostate tissue (for example, the pathology report from your operation), other treatment you might require after surgery and other ongoing information about your progress (eg PSA levels). This information will be obtained from Cancer Registries and your medical records, and will be stored in the database. This information will remain strictly confidential and protected by a password. Only authorised Tissue Bank Staff will be able to access this information. All information will be coded and stored in accordance with Privacy Legislation 2001 and Protection in Health Care Information Systems (AS4400-1995), (NHMRC 2007). Your information will not be used other than for the purpose of this protocol.

What are the benefits involved?
There will be no direct benefit to you from donating your tissue or blood samples, but the information obtained from this project may be of benefit to men with prostate disease in the future.

Personal Costs
There will not be any cost for your participation in this project. All participants in this project remain responsible for all costs in relation to their medical care. These may be recovered from Medicare and/or health fund in the usual way. 
Your participation in this project is voluntary
The choice to donate your tissue or blood samples or to answer a questionnaire is entirely up to you. No matter what you decide, it will not affect your care in any way. You are under no obligation to take part.  If you change your mind at any time and wish to withdraw your consent, please notify the State Coordinator, Ms/Mr First Surname, or the National Manager, Assoc/Prof David Horsfall.   
Will I find out about the results of the research using my tissue?

You will receive the results of your surgery from your doctor, but you will not receive results from the research done with your tissue as this project collects tissue for future research which can take many years and so will not affect your care right now.
Confidentiality, privacy and disclosure of information 

The Tissue Bank is committed to making sure that information about you is kept safe and in strict confidence. Personal information that can identify you, such as your name or hospital record number is removed and replaced with a unique Tissue Bank code number. Only authorised Tissue Bank staff will be able to link this code with your information. Researchers are only supplied with coded samples and coded data. This ensures that nothing that can identify you or your family will ever be sent to researchers, or appear on any public or published reports. The information obtained from these samples may be published in scientific journals and, while we will always acknowledge the participation of men through the APCC, no individual information will ever be published in any format.
Who will use my tissue?

Your tissue sample may be used by a team of researchers such as those associated with the APCC or other researchers based in Australia or overseas. Only researchers who have institutional research ethics committee approvals are able to apply for, or obtain samples from the Tissue Bank. The Tissue Bank Access Committee meets three times a year to discuss all requests for material.
Who can I contact if I have more questions?

We encourage you to call us with any concerns or questions you may have. You can contact the name of state Coordinator, Ms/Mr First Surname on (XX) XXXX XXXX, or the National Manager, Assoc/Prof David Horsfall on 0421 098 384.
Research Participant Rights

This project will be carried out according to the National Statement on Ethical Conduct in Research Involving Humans (2007) produced by the NHMRC. This statement has been developed to protect the interests of people who agree to participate in human research studies. This study has been reviewed and approved by the Human Research Ethics Committees at the name all institutes/HRECs and include approval numbers. Should you wish to discuss the study with someone not directly involved, in particular in relation to matters concerning policies, information about the conduct of the study or your rights as a participant, or should you wish to make an independent complaint, you can contact the Secretary of the Human Research Ethics Committee at name of primary institute on (XX) XXXX XXXX.
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