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NERVE FIBRES IN THE ENDOMETRIUM - IS ENDOMETRIAL BIOPSY A USEFUL DIAGNOSTIC TEST FOR ENDOMETRIOSIS?
Principal Researcher:

Dr Emma Readman

Associate Researchers:
Dr Lenore Ellett





Dr Kate McIlwaine

Professor Peter Maher

1.
Introduction

You are invited to take part in this research project. This is because you have been booked to undergo a laparoscopic gynaecological operation. There is a moderate level of discomfort associated with undergoing a laparoscopic gynaecological operation.  This research project is trying to determine whether nerve fibres in the endometrium (lining of the womb) could be a marker that a woman has endometriosis.

This Participant Information and Consent Form tells you about the research project. It explains the procedures involved. Knowing what is involved will help you decide if you want to take part in this research.

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 healthcare worker.

Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether you take part or not.

If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:

(
understand what you have read; 

(
consent to take part in the research project;

(
consent to participate in the research processes that are described;

· consent to the use of your personal and health information as described

You will be given a copy of this Participant Information and Consent Form to keep.

2.
What is the purpose of this research project?

Other researchers have reported that women with endometriosis have nerve fibres growing in the endometrium and that women without endometriosis do not. They have suggested that detection of these nerve fibres could be a non invasive way to diagnose endometriosis. We wish to see if we can confirm these findings in our own laboratory and in particular look at the endometrium in women with pelvic pain.
Endometriosis is a common and potentially debilitating disease which at present requires laparoscopy and biopsy to confirm the diagnosis.  Recent research has demonstrated the presence of sensory nerve fibres in the endometrium in women with endometriosis and the absence of such nerve fibres in women who do not have endometriosis.  It has also been demonstrated that endometrial sampling combined with a lab test for staining of nerve fibres may provide a reliable means of diagnosing or excluding endometriosis.
The purpose of this study is to investigate whether or not endometrial biopsy and nerve fibre detection is a reliable way of diagnosing endometriosis. We hope this will also expand our understanding of the presence or absence of nerve fibres in women with pelvic pain who do not have endometriosis.

There will be a total of 50 women from the Mercy Hospital for Women participating in this project.

This research has been initiated by the investigators Dr Emma Readman, Dr Kate McIlwaine, Dr Lenore Ellett and Professor Peter Maher.

3.
What does participation in this research project involve?

If you agree to participate in the research project, you will be asked to complete a simple questionnaire regarding your pelvic pain symptoms experienced over the past 6 weeks.  The laparoscopy will be performed as per usual practice of the treating surgeon. An endometrial sample is usually taken at the same time as a laparoscopy. We will take the endometrial sample in two ways; 1 a traditional curette which is an instrument routinely used to sample the endometrium when a woman is under a general anaesthetic and 2 we will also take a biopsy with an instrument that is traditionally used in the outpatient clinic to sample the endometrium.

We will send the two endometrial samples to the Austin laboratory and do a special stain looking for the presence of nerve fibres. 

Participation in this research project is trial is voluntary.  There will not be any payment awarded to participants.

4.
What will happen to my test samples?

At the time of your curettage, endometrial tissue will be taken for routine diagnostic purposes. In the laboratory a section of the tissue will be used for this project. This endometrial tissue will be processed and stained to identify any nerve fibres. 
The tissue will be stored at the Austin Pathology laboratory for a period of 20 years after which time it will be destroyed. This is consistent with current laboratory protocols for duration of specimen storage.
5.
What are the possible benefits?

There will be no clear benefit to you from your participation in this research. However, the information we gain from this project may help us to develop a non- invasive test for the detection of endometriosis which may save women potentially risky surgery.  It will also expand our understanding about the presence or absence of nerve fibres in other painful conditions of the pelvis.
6.
What are the possible risks?

Participation in this research project does not pose any significant risks in addition to those associated with your planned surgery. Complications occur rarely following an endometrial sampling procedure.  These may include infection or a small perforation in the uterus.  It is important that you discuss the risks of your operation with your treating doctor before the operation.

7.
What if new information arises during this research project?

During the research project, new information about the presence of endometrial nerve fibres may become known to the researchers. If this occurs, you will be told about this new information and the researcher will discuss whether this new information affects you.
8.
Can I have other treatments during this research project?

It is important to tell your doctor and the research staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell your doctor about any changes to these during your participation in the research.
9.
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part you don’t have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage. Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your planned operation or place on the waiting list.
10.
What if I withdraw from this research project?
If you decide to withdraw, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to inform you if there are any health risks or special requirements linked to withdrawing.
11.
How will I be informed of the results of this research project?

The results of the research project will be project will be published in a peer-reviewed journal. A summary of the results will be made available by a letter to the participants.
12. What will happen to information about me?

Any information collected about you will be re-identifiable and stored electronically in a password protected computer and in a locked cupboard.  Only the researchers will have access to the information collected for the study. All of the data collected for the study will be securely destroyed after 15 years. 

In any publication and/or presentation, information will be provided in such a way that you cannot be identified.
13. How can I access my information?

In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to access the information collected and stored by the researchers about you. You also have the right to request that any information, with which you disagree, be corrected. Please contact one of the researchers named at the end of this document if you would like to access your information.

14. Is this research project approved?

The ethical aspects of this research project have been approved by Mercy Health Human Research Ethics Committee 

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.

In accordance with the National Medical Health and Research Council guidelines, the Human Research Ethics Committee is required to conduct audits of research projects from time to time.  It may therefore be possible that the Human Research Ethics Committee, which has approved this research, will seek to view a copy of your signed consent form, or to contact you, to ensure that the research is being conducted according to the ethical standards of these guidelines.

15.
Who can I contact?

Who you may need to contact will depend on the nature of your query, therefore, please note the following:

For further information or appointments:
If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal researcher on 03 8458 4444 or any of the following people:  
Name:
Dr Lenore Ellett

Role: Associate Researcher

Telephone: 03 8458 4444

Name: Dr Kate McIlwaine

Role: Associate Researcher

Telephone: 03 8458 4444

For complaints: 

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:  

Name: Carole Branch, Administrative Officer, Mercy Health Human Research Ethics Committee Tel No: 03 8458 4808  Fax No: 03 8458 4818  Email: ethics@mercy.com.au




Participant Consent Form

A PROSPECTIVE CASE-CONTROL STUDY TO EXAMINE FOR THE PRESENCE OF NERVE FIBRES IN THE ENDOMETRIUM AND THE USEFULNESS OF ENDOMETRIAL BIOPSY AS A DIAGNOSTIC TEST FOR ENDOMETRIOSIS
I have read, or have had read to me in a language that I understand, this document and I understand the purposes, procedures and risks of this research project as described within it.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to the Mercy Hospital for Women concerning my disease and treatment that is needed for this project. I understand that such information will remain confidential. 
I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described. 

I consent to the Mercy Health Human Research Ethics Committee which approved this study to access my information, or to contact me to ask about my research experience, in order to ensure that the project is being run in accordance with government standards.
I understand that I will be given a signed copy of this document to keep.

Participant’s name (printed) ……………………………………………………

Signature







Date

Name of witness to participant’s signature (printed) ………………………………………  

Signature







Date

Declaration by researcher*: I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.

Researcher’s name (printed) ……………………………………………………

Signature







Date
I consent to the storage and use of tissue samples taken from me for use in:


( this specific research project

( other research that is closely related to this research project

( any future research 

as described in Section 4 of this document 

Participant's name (printed)………………………………………………………

Signature






Date

Name of witness to participant’s signature (printed)…………………………………………

Signature 






Date 

Researcher's name……………………………………

Signature






Date

* A senior member of the research team must provide the explanation and provision of information concerning the research project. 

Note: All parties signing the consent section must date their own signature.

Revocation of Consent Form

Full Project Title: 

A PROSPECTIVE CASE-CONTROL STUDY TO EXAMINE FOR THE PRESENCE OF NERVE FIBRES IN THE ENDOMETRIUM AND THE USEFULNESS OF ENDOMETRIAL BIOPSY AS A DIAGNOSTIC TEST FOR ENDOMETRIOSIS
I hereby wish to WITHDRAW my consent to participate in the research proposal named above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with Mercy Hospital for Women

Participant’s Name (printed) …………………………………………………….

Signature





Date
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