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Information Brochure:
Ovarian Cancer


You have read and signed a similar consent form in the past, when you enrolled in the Australian Ovarian Cancer Study (AOCS) at the time of your cancer diagnosis. You should have a copy of the original consent documents, however we can provide you with an additional copy if needed.

As you will recall, the AOCS is a national medical research study to look at the causes of ovarian cancer. This includes studies to understand why ovarian cancer recurs in some women, but not others. To achieve this we need to talk to women with recurrent ovarian cancer who are enrolled in the AOCS. You have been invited to take part and this brochure will tell you what the additional investigations are about. Before you decide to take part in any additional investigations we want you to have all the facts. Please read this brochure carefully and discuss any questions you have with a member of the research team. 

If you agree to take part in the study we will ask you to donate another sample of tissue if you are about to have abdominal fluid (ascites) removed (paracentesis) or to undergo another surgery.

Why do you want me to take part?

You are enrolled in the AOCS and have experienced a recurrence of your ovarian cancer. We would like to obtain an additional sample of tumour tissue to compare with your original donation. This will help researchers learn and understand why the treatments you have received so far have not killed all of the cancer cells. If you take part your donation may help discover new tests for cancer or new treatments to prevent or cure disease. 

What will being in the study mean for me?

Being in this part of the study would entail donating some of the tissue removed when your abdominal fluid (ascites) is drained (paracentesis) or retrieved at your next surgery. 

There will be no direct benefit to you from taking part in the study however the results of the study are likely to help people who have cancer and other diseases in the future.

There will be no cost to you and if you do not want to take part this will not affect your future medical care in any way. You will also be free to withdraw from the study at any stage if you no longer wish to continue.

What will be done with my tissue?

If you are having abdominal fluid removed, some of the fluid may be sent for tests. The results of the tests will by available through your doctor, and may be used to plan your care. The remainder of the fluid would be saved for research.

If you are having surgery your doctor will remove some body tissue to do some routine tests. The results of these tests will be given to you by your doctor and may be used to plan your care. If there is any remaining tissue we would like to save this for cancer research. We will not take any extra tissue for this study. 

Your tissue will be stored in a freezer and will be used only by qualified Medical Researchers for biochemical and genetic studies of cancer. These studies aim to understand more about what causes ovarian cancer and why treatment seems to work for some women but not for others. We may also use your tissue to make long-lived cell lines. Your tissue will be valuable for this research whether or not you have cancer. These studies have to be approved by the Scientific and Human Research Ethics Committees at the PMCI and at the institution carrying out the research. These bodies abide by the ethical and scientific principles set out by the National Health and Medical Research Council of Australia.

CONSENT FOR RESEARCH
    




    PARTICIPANT COPY
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I have read this Information Brochure ……………………………………………………………..YES 

The consequences involved in participation in this research study have been explained
     

to me and I understand these
……………………………………………………………………
    YES

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

been given …………………………………………………………………………………………… YES

I ______________________________ (please print name) hereby voluntarily consent to:

(1) Participate in the AOCS study as described in the Information Brochure ……. 
YES 

NO

(2) The following samples being collected and used for biochemical and genetic analysis as described in the Information Brochure:

c. A tissue sample (ascites or surgical tissue) 



YES 

NO

I wish to be contacted if findings are made that have implications for me or

my family  ……………………………………………………………………………….. 
YES 

NO

I give permission for these findings to be revealed to members of my family if

they request this information ……………………………………………….………… 
YES 

NO

In making my donations I understand that:

· The tissue (including its constituents and anything derived from it) will be stored indefinitely at PMCI and will be used for this and future biochemical and genetic studies of cancer.

· There will be no cost, nor any financial benefit to me for participating in the study. If my samples lead to the development of a commercial product in the future I will not receive payment for this. 
· If at any time I decide that I no longer wish to participate in the study, my samples will be discarded upon my written request to the Study Investigators. This will not affect my future medical treatment.

· The samples will remain in the custody of the PMCI. They will be stored in good faith, but their suitability for future use cannot be guaranteed.  Samples will not be used for purposes other than those agreed to in this consent form.

· All studies using my samples will have to conform with the ethical and scientific principles set out by the National Health and Medical Research Council of Australia, the Privacy Act 1988 and the Guidelines approved under section 95A of the Privacy Act (2001). I will not be notified about future use of my samples.

· I may be approached again to participate in future studies but I am under no obligation to do so.

SIGNATURE:  ……………………………………………………………………  Date: ……………

Address: .…………………………………….………………………………………………….

WITNESS: 
Name: …….………………………………… Signature: …………………………………….


Address: ………………………………………………..………………   Date:……………….

CONSENT FOR RESEARCH
STUDY COPY

I have read this Information Brochure ……………………………………………………………..YES 

The consequences involved in participation in this research study have been explained
     

to me and I understand these
……………………………………………………………………
    YES

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

been given …………………………………………………………………………………………… YES

I ______________________________ (please print name) hereby voluntarily consent to:

(1) Participate in the AOCS study as described in the Information Brochure ……. 
YES 

NO

(2) The following samples being collected and used for biochemical and genetic analysis as described in the Information Brochure:

c. A tissue sample (ascites or surgical tissue) 



YES 

NO

I wish to be contacted if findings are made that have implications for me or

my family  ……………………………………………………………………………….. 
YES 

NO

I give permission for these findings to be revealed to members of my family if

they request this information ……………………………………………….………… 
YES 

NO

In making my donations I understand that:

· The tissue/blood (including its constituents and anything derived from it) will be stored indefinitely at PMCI and will be used for this and future biochemical and genetic studies of cancer.

· The samples and questionnaires will be stored in a coded system to maintain confidentiality.

· There will be no cost, nor any financial benefit to me for participating in the study. If my samples lead to the development of a commercial product in the future I will not receive payment for this. 
· If at any time I decide that I no longer wish to participate in the study, my samples will be discarded upon my written request to the Study Investigators. This will not affect my future medical treatment.

· The samples will remain in the custody of the PMCI. They will be stored in good faith, but their suitability for future use cannot be guaranteed.  Samples will not be used for purposes other than those agreed to in this consent form.

· All studies using my samples will have to conform with the ethical and scientific principles set out by the National Health and Medical Research Council of Australia, the Privacy Act 1988 and the Guidelines approved under section 95A of the Privacy Act (2001). I will not be notified about future use of my samples.

· I may be approached again to participate in future studies but I am under no obligation to do so.

SIGNATURE:  ……………………………………………………………………  Date: ……………

Address: .…………………………………….………………………………………………….

WITNESS: 
Name: …….………………………………… Signature: …………………………………….


Address: ………………………………………………..………………   Date:……………….
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