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INFORMATION FOR PARTICIPANTS
Nerve fibres in endometriosis
Introduction

You are invited to take part in a research study which will investigate the presence of small nerve fibres in the lining of the uterus (the endometrium) in women with endometriosis. Endometriosis is characterised by the presence of endometrial-like tissue at sites outside the uterine cavity and affects 10-15% of reproductive aged women. In many women it goes undiagnosed for many years. 

Recent observations have found that multiple small nerve fibres are present in the superficial layer of endometrium only in women with endometriosis. These are not found in women without endometriosis. Small studies have confirmed that testing the endometrium for these nerve fibres may provide a simple way of diagnosing endometriosis which is less invasive than laparoscopy. 

In this study we aim to better understand how the concentration of nerve fibres in the endometrium can predict the presence of endometriosis and how these nerve fibres relate to pain symptoms. We also aim to assess how different forms of treatment affect pain symptoms and the concentration of these nerve fibres.
In this study we seek your permission to study the tissue samples taken at the time of your planned laparoscopy. These samples will be tested by the hospital pathology service and then further studied for the presence of nerve fibres. We also seek your permission to see you again six months after your surgery and take a second endometrial sample. By studying the nerve fibres in the endometrium and how they have changed in concentration after treatment, we hope to better understand why endometriosis causes the symptoms it causes and how the condition can better be treated in the future.

The study is being conducted by Dr Kirsten Black, Dr Michael Cooper and Professor Ian Fraser who are gynaecologists working in the Department of Women’s Health at the Royal Prince Alfred Hospital. Analysis of the endometrial samples will be performed by Dr Natsuko Tokushige who is a research fellow with expertise in this area who works at the Queen Elizabeth II Research Institute for Mothers and Infants, Department of Obstetrics and Gynaecology at the University of Sydney. 
Study ProceduresIf you agree to participate in this study, you will be asked to sign the Participant Consent Form.  You will then be asked to complete a brief questionnaire about your past and present medical conditions, your current symptoms and any hormonal treatment you have received. You will be asked to rate three pelvic pain symptoms on a scale. You will then have your planned laparoscopic surgery and we ask if could collect a sample of urine from the urine bag used to drain the bladder during the procedure. The urine is not required for diagnostic purposes and would otherwise be discarded.
During the surgery samples taken from the peritoneum and lining of your uterus will be sent to the hospital pathology laboratory for analysis. A portion of the tissue removed during your operation and not required for diagnostic purposes will be used in the study. This tissue would otherwise be discarded.You will be asked if you would return for review by one of the gynaecologists involved in the study six months after the laparoscopy. At this time you will be asked to rate your pelvic pain symptoms again and provide a sample urine. We will seek your consent to take another small sample of endometrium to look again for nerve fibres. This will involve passing a small tube through the cervix to obtain a sample of the lining of the uterus.
Risks

The collection of the second endometrial sample has the potential to cause discomfort and a small amount of spotting.  For all other aspects of the study participation poses no additional risks to those of the surgery you are undergoing for your clinical care. 
Benefits

While we intend that this research furthers medical knowledge and may improve the understanding and treatment of endometriosis in the future, it will not be of direct benefit to you.

Costs

Participation in this study will not cost you anything, nor will you be paid.  

Voluntary Participation

Participation in this study is entirely voluntary.  You do not have to take part in it.  If you do take part, you can withdraw at any time without having to give a reason.  Whatever your decision, please be assured that it will not affect your medical treatment or your relationship with the staff who are caring for you.  Of the people treating you, only those named above will be aware of your participation or non-participation.

Confidentiality

All the information collected from you for the study will be treated confidentially, and only the researchers named above will have access to it.  The study results may be presented at a conference or in a scientific publication, but individual participants will not be identifiable in such a presentation.

Further Information

When you have read this information, Dr Kirsten Black will discuss it with you further and answer any questions you may have.  If you would like to know more at any stage, please feel free to contact her on 95157696.  This information sheet is for you to keep.

Ethics Approval and Complaints

This study has been approved by the Ethics Review Committee (RPAH Zone) of the Sydney South West Area Health Service. Any person with concerns or complaints about the conduct of the study should contact the Executive Officer on 02 9515 6766 and quote protocol number X09-0247.
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