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Patient Participation Consent Form: Research into the Diagnosis and Immunology of Endometriosis
Information for Participants
Background
You are invited to take part in a research study into endometriosis, a reproductive condition which affects 10-15% of women. The cause of endometriosis is unclear and at present the diagnosis is only possible with surgery.

The aim of the study is to investigate the mechanisms causing endometriosis using a laboratory technique called Proteomics. Proteomics is a way of looking at the myriad of proteins present in a tissue, blood, peritoneal fluid or urine sample, enabling study of the differences between normal and abnormal tissue and body fluids.

The proteins which are different in endometriosis tissue, blood, peritoneal fluid or urine will be identified and looked at more closely to aid in establishing more effective treatments and simpler diagnosis or screening (i.e. via a blood or urine test) for endometriosis in the future.

Study Investigators
This study is being conducted by Cecilia Ng (Bachelor of Science, Masters of Health Information Management) under the supervision of Professor Ian Fraser, Dr. Robert Markham and Professor Izuru Matsumoto, through the Department of Obstetrics and Gynaecology at the Queen Elizabeth II Research Institute for Mothers and Infants, and in conjunction with the Sydney University Pathology Department.

Study Procedures
If you agree to participate in this study, you will be asked to sign the Participant Consent Form. You will then be asked to undergo the following procedures:

· Blood sampling

This would be collected at the same time as your routine blood sample, so no extra needle puncture would be required.
· Peritoneal fluid

This would be collected during the beginning of your procedure, so no extra incisions would be required. This peritoneal fluid is not required for diagnostic purposes and would otherwise be discarded.

· Urine sampling

This would be collected 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.
· Tissue sampling

A portion of your tissue removed during your procedure and not required for diagnostic purposes will be used in the study. This tissue would otherwise be discarded. Participation in this study will have no effect on your clinical care.

In addition, the researchers would like to have access to your medical record to obtain information relevant to this study.

Risks

Participation in this study poses no additional risks to the surgery you are undergoing during your clinical care.

Benefits
While we intend that this research study furthers medical knowledge and may improve diagnosis and treatment of endometriosis in the future it may 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 assure that it will not affect your medical treatment or your relationship with the staff who are caring for you.

Confidentiality
All your details including your pathology results will be kept separate from research results, and you will only be identified by a number reference. Your details will only be accessible to the main investigator and the supervisors, and will at all times be kept securely at Queen Elizabeth II Research Institute for Mothers and Infants, University of Sydney, NSW, 2006. 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.
This Information Sheet is for you to keep
If you would like to ask any questions in regards to the study please feel free to contact Cecilia Ng on 02 9351 2479 or 0403 607 992 or email at ceng@med.usyd.edu.au.

Ethics Approval

This study has been approved by the Ethics Review Committee (RPAH Zone) of the Sydney South West Area Health Service (SSWAHS). Any person with concerns or complaints about the conduct of this study should contact the Secretary on 02 9515 6766 and quote the protocol number X08-0023.
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Patient Participation Consent Form: Research Study into the Diagnosis and Immunology of Endometriosis. (X08-0023 & X08-0303)
I, …………………………………………………………………………………………..

(name)

of ….………………………………………………………………………………………

(address)

have read and understood the information provided in this form. I have been given an opportunity to ask questions about any details of the procedures and/or research being undertaken. I am comfortable with the information provided.

I have been made aware that no additional procedures will be performed to obtain samples, and the risks involved are solely those included in the procedure to be undertaken for my initial infertility/gynaecological treatment.

I understand that my participation in this study will allow the researchers to have access to my medical record, and I agree to this.

I have been given the opportunity to decide and consent freely to participate in this study, and am aware that I can withdraw from the investigation at any point.

I understand that the research is strictly confidential.

I hereby agree to participate in this study.

Name: …………………………………………………………………………………..

Signature: ………………………………………………………………………………

Date: ……………………………………………………………………………………

Name of Witness: ………………………………………………………………………

Signature of Witness: ………………………………………..…………………………
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