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Study title: Assessment of the side effects due to Hormone Treatment of Prostate Cancer

Patient Information Leaflet

You are being invited to take part in a research study.  This leaflet gives you some information about the study and why it is being done. Before you decide it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others if you wish.  Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether you wish to take part.

Thank you for reading this.
Introduction and purpose of the study

You have been diagnosed with prostate cancer. Your doctor has decided to give you  hormone therapy. The aim of the hormone therapy is to suppress the level of the male sex hormone testosterone, in order to control the cancer. Although overall the treatment is of benefit to you, suppression of testosterone is associated with a number of side effects including sweating, hot flushes, sexual dysfunction including impotence, weight changes and mood changes. 

We are particularly concerned about the effect of psychological changes on your quality of life. 

Why have I been chosen?

We are requesting everyone who is on hormone therapy for prostate cancer to

participate in the study. There is no special reason you have been requested to consider

participating in the study.

Do I have to take part?

It is up to you to decide whether or not to take part. Participating in the study is entirely

voluntary. You do not have to give a reason for not participating in the study. If you do

decide to take part, you will be given this information sheet to keep and be asked to sign

a consent form. If you decide to take part, you are still free to withdraw at any time and

without giving a reason. A decision to withdraw at any time, or a decision not to take

part, will not affect the standard of care you receive. Leaving the study will not result

in any penalty or loss of benefits to which you are entitled

What will happen to me if I take part?

Before you begin your hormone treatment, you will be given a complete physical

examination and your medical history will be taken. As part of the study, we would be

requesting you to complete questionnaires, before, during and after hormone therapy.

The aim is to assess the appearance of psychological side effects following the initiation

of hormone therapy. We would also perform a full physical examination as well as

blood tests, during each of these occasions. Blood samples (approximately 2

tablespoons per visit) will also be taken. Many of these blood tests would have been

routinely done as part of your follow up visits, even if you were not in involved in this study.

How long will the study last?

The study will be open until we have entered approximately 150 patients into it.

What do I have to do?

In the study, you will be completing the questionnaires and giving blood samples during

your routine follow up visits.  Some of the questions in the study ask about sexual activity, we would like you to agree to participate in the study only if you felt comfortable with this.   You do not have to do anything else because of the study.

What is the procedure that is being tested?

We are studying the psychological side effects of hormone therapy using established

questionnaires. The hormone therapy is not part of the study. You doctor would have

recommended the hormone therapy even if you were not participating in this study.

What are the possible disadvantages and risks of taking part?

There are not any risks to you because of the study. The main possible disadvantage

would be the time involved in completing the questionnaires.

What are the possible benefits of taking part?

There is no intended clinical benefit to you because of the study. We hope the

information learned from this study will benefit other patients with prostate cancer in the future.

What if new information becomes available?

Sometimes during the course of a research project, new information becomes available

about the topic that is being studied. If this happens, your research doctor will tell you

about it and discuss with you. In addition, on receiving new information your research

doctor might consider it to be in your best interests to withdraw you from the study.

He/she will explain the reasons and arrange for your care to continue.

What happens when the research stops?

Your doctor will look after you 

What if something goes wrong?

As this is a questionnaire and blood sampling based study, there is unlikely to be any

physical harm to you from this study. If taking part in this research project harms you,

there are no special compensation arrangements. If you are harmed due to someone’s
negligence, then you may have grounds for a legal action but you may have to pay for

it. Regardless of this, if you wish to complain, or have any concerns about any aspect

of the way you have been approached or treated during the course of this study, the

normal National Health Service complaints mechanisms should be available to you.  If you did find yourself feeling distressed by responding to the questionnaires we would offer you support and time to discuss any issues that are important to you.  In  signing the consent form, you are NOT waiving any of your legal rights.

What if I do not  want to join the study?

This is not a problem. Your participation in this study is entirely voluntary. You may

choose not to participate or you may withdraw from the study at any time. You do not

have to give any reason for your decision. Your doctor will continue to treat you with

the best means available.

Will I be paid for taking part?

You will not be compensated for taking part in this study.  

Will my taking part in this study be kept confidential?

All information, which is collected, about you during the course of the study will be

kept strictly confidential. Any information about you which leaves the hospital will

have your name and address removed so that you cannot be recognized from it.. Your

records will not be used for any other purpose or disclosed to any other party without

your specific written permission. The results of these studies may be used for medical

and scientific publications, but you will not be identified by name in any presentations

or reports dealing with this research.

What will happen to the results of the research study?

The results of this study, on completion, will be submitted for presentation at medical

conferences. We would also be submitting the results to scientific publications.
Who is organising and funding the research?

There is no funding for this study.

Who has reviewed the study?

The Research Ethics Committee has reviewed the study.

What if I want more information?

If you want more information about the study, ask your doctor or nurse any questions

you may have. Before you make a decision, you may want to discuss the study with

your family and friends and with your family doctor.

The doctor in charge of this study is:

Dr S Sundar

Department of Oncology

Nottingham City Hospital

Nottingham.

If you prefer you can contact , BACUP (an independent patient advisory group).

Freephone 0800 181199

Or

Write to: BACUP, 3 Bath Place, Rivington Street, London. EC2A 3JR

Or

Visit their website at http://www.cancerbackup.org.uk

Thank you for reading this information sheet.

Please take as much time as you need to make a decision, a member of the Nottingham Cancer Clinical Trials Team (NCCTT) will contact you after at least 24 hours to ask if you have come to a decision. If you would like any further information please contact

Carol Gooch Group 3 NCCTT on 0115 9691169 ext 57592

 Your doctor will be informed of the decision that you have come to.

You will be given a copy of the information sheet and a signed consent form to

keep with you if you do take part in the study.
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