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PARTICIPANT INFORMATION SHEET AND CONSENT FORM
Study Title:
Diagnostic accuracy of transvaginal ultrasound, magnetic resonance imaging and positron emission tomography-computed tomography with 16α-[18F]fluoro-17β-estradiol for the diagnosis of rectosigmoid deep endometriosis


Coordinating Principal Investigator:
A/Prof George Condous






Department of Obstetrics & Gynaecology
Location: 




Nepean and Blue Mountains District Hospitals
Invitation

You are invited to participate in a research study to assess the use of ultrasound in the diagnosis of endometriosis. This study will not change your surgery or management, but may be beneficial to women in the future.
The study is being conducted by A/Professor George Condous and Dr Bassem Gerges at Nepean Hospital,The Sydney Adventist Hospital and Omni Ultrasound & Gynaecological Care.
Before you decide whether or not you wish to participate in this study, it is important for you to understand why the research is being done and what it will involve. Please take the time to read the following information carefully and discuss it with others if you wish.

What is the purpose of the study?

The purpose is to investigate whether positron emission tomography-computed tomography (PET-CT) scans can be used to predict and identify women who have bowel endometriosis and their location.
Endometriosis is a condition in which the lining of the womb can grow outside the womb and in turn cause pelvic pain. 5-10% of women with endometriosis in the pelvis also have endometriosis involving the bowel. It is difficult to diagnose this subgroup of women with severe endometriosis prior to surgery and they require a team approach to provide the best care.

Transvaginal Ultrasound (TVUS) and magnetic resonance imaging (MRI) have been shown to accurately diagnose the presence of deep endometriosis in the bowel. Recently, PET-CT using a new experimental isotope (16α-[18F]fluoro-17β-estradiol ([18F]FES)) has had promising results when compared with MRI. However, there haven’t been any studies to see if PET-CT can also be beneficial in identifying the presence of endometriosis involving the bowel. The aim of this study is to determine whether it can be used to identify endometriosis in the bowel before surgery, and therefore help with the surgical preparation for women in the future.
Who will be invited to enter the study?

You are invited to participate in this study if you are undergoing a laparoscopy with known bowel deep endometriosis.
We will ask women scheduled for a laparoscopy for reasons including pelvic pain, tubal ligation, hysterectomy and infertility to participate in this study in advance. When we consent you for your laparoscopy, we will also ask if you would like to participate in this study. If you agree, we will also get your consent to perform a transvaginal ultrasound scan prior to your surgery, which is part of your routine care.
Do you have a choice?

Participation in this study is voluntary. It is completely up to you whether or not you participate. If you decide not to participate, it will not affect the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you. New information about the treatment being studied may become available during the course of the study. You will be kept informed of any significant new findings that may affect your willingness to continue in the study. If you wish to withdraw from the study once it has started, you can do so at any time without having to give a reason.

What will happen on the study?

If you agree to participate in this study, you will be asked to sign the Participant Consent Form.

This study will be conducted over 2 years.

If you agree to participate in this trial, you will then be asked to undergo a transvaginal ultrasound scan, MRI and PET-CT scan prior to your surgery. The transvaginal ultrasound is routinely performed prior to any surgery to make sure that we can adequately discuss what needs to be done during your surgery. The ultrasound would usually be completed within 10 minutes. The MRI and PET-CT scans will be performed for research purposes in this study and will be organised on the same morning or afternoon to reduce any inconvenience to you. The MRI and PET-CT scans will take up to 30 minutes each to be completed.
During your consultation we will be asking and collecting information about you and your symptoms including your age, ethnicity, pregnancies, symptoms of endometriosis, previous treatments and past surgeries. We will also collect information from the ultrasound, MRI and PET-CT as well as the surgical procedure and pathology results.
Are there any risks?

There are no added risks associated with the transvaginal ultrasound, however women may experience some temporary discomfort. If this becomes painful, then the examination will be ceased. If we were unable to obtain the information needed then you will not be included in the study.
This research study involves exposure to a small amount of radiation. As part of everyday living, everyone is exposed to naturally occurring background radiation and receives a dose of about 2 millisieverts (mSv) each year. The effective dose from this study is about approximately 13-20 mSv. The dose from this study is comparable to that received from many diagnostic medical x-ray and nuclear medicine procedures. At this dose level, no harmful effects of radiation have been demonstrated as any effect is too small to measure. The risk is believed to be low and theoretically is approximately equivalent to exposure to two CT scans of the Abdomen and Pelvis, which are often ordered at Emergency Departments when women present with pain. The isotope [18F]FES is used for the diagnosis of specific breast cancers, however it is not routinely used for the diagnosis of endometriosis. This is an experimental use of the radioactive isotope 16A-[18F] fluoro-17B-estradiol with the PET-CT in diagnosing deep bowel endometriosis.
As a whole-body PET scan will be performed, there is the small risk that other oestrogen-dependent lesions may be identified (e.g. in the breasts). This would warrant further investigations that may be negative, therefore potentially placing you in situations of added anxiety and discomfort. There is, however, the potential that the lesions identified are malignant and thus you would receive early treatment. If any incidental lesions are identified, a follow-up appointment will be organised for you, during which you will be counselled regarding the findings and the appropriate referrals made.
Are there any benefits?

This study aims to further medical knowledge and may improve future treatment of deep endometriosis, particularly endometriosis that may be involving the bowel. This can directly benefit you if we identify bowel endometriosis, particularly if it is affecting several bowel segments. Following which we will ensure you are reviewed by our multi-disciplinary team, including a colorectal surgeon.
Confidentiality / Privacy

Of the people treating you, only those involved with your ultrasound, MRI and PET-CT scans will know whether or not you are participating in this study.  Any identifiable information that is collected about you in connection with this study will remain confidential and will be disclosed only with your permission, or except as required by law. Only the researchers named above, as well as their Fellows, will have access to your details and results that will be held securely on password protected computers and files at the [Insert Site]. The data will be stored for 15 years after the completion of the study.
Compensation  

If you suffer any injuries or complications as a result of this study, you should contact the study doctor as soon as possible, who will assist you in arranging appropriate medical treatment.  You may have a right to take legal action to obtain compensation for any injuries or complications resulting from the study.  Compensation may be available if your injury or complication is sufficiently serious and is caused by unsafe drugs or equipment, or by the negligence of one of the parties involved in the study (for example, the researcher, the hospital, or the treating doctor).  If you receive compensation that includes an amount for medical expenses, you will be required to pay for your medical treatment from those compensation monies.  You do not give up any legal rights to compensation by participating in this study.

If you are not eligible for compensation for your injury or complication under the law, but are eligible for Medicare, then you can receive any medical treatment required for your injury or complication free of charge as a public patient in any Australian public hospital.

Will taking part in this study cost me anything, and will I be paid?

Participation in this study will not cost you anything nor will you be paid. 
What happens with the results?

If you give us your permission by signing the consent document, we plan to discuss/publish the results in medical conferences and peer-reviewed journals. In any publication, information will be provided in such a way that you cannot be identified. Information collected from this study may be used in future research projects that are extensions of, or closely related to, the original project or in the same general area of research. Results of the study will be provided to you, if you wish.

Complaints

This study has been approved by the Nepean Blue Mountains Local Health District (NBMLHD)Human Research Ethics Committee (HREC). If you have any concerns about being a research participant then you may contact the NBMLHD HREC Executive Officer on Ph. 4734 1998 or Email NBMLHD-Ethics@health.nsw.gov.au    If you have any concerns about the conduct of the study, or your rights as a study participant, you may Office of Patient Representatives, Nepean Hospital, nbmlhd-nepeanfeedback@health.nsw.gov.au.  You should quote 2019/ETH13390 .

Contact details

When you have read this information, the researcher, Bassem Gerges, will discuss it with you and any queries you may have. If you would like to know more at any stage, please do not hesitate to contact him on  8883-5143. If you have any problems while on the study, please contact 
A/Prof George Condous    







Working hours Telephone No – 4734 4777

After hours Telephone No – 4734 2000 and ask for A/Prof George Condous
Thank you for taking the time to consider this study.

If you wish to take part in it, please sign the attached consent form.

This information sheet is for you to keep.

CONSENT TO PARTICIPATE IN RESEARCH

Name of Researcher:    
1. I understand that the researcher will conduct this study in a manner conforming to ethical and scientific principles set out by the National Health and Medical Research Council of Australia and the Good Clinical Research Practice Guidelines of the Therapeutic Goods Administration.

2. I acknowledge that I have read, or have had read to me the Participant Information Sheet relating to this study.   I acknowledge that I understand the Participant Information Sheet.  I acknowledge that the general purposes, methods, demands and possible risks and inconveniences which may occur to me during the study have been explained to me by ____________________________ (“the researcher”) and I, being over the age of 16 acknowledge that I understand the general purposes, methods, demands and possible risks and inconveniences which may occur during the study.

3. I acknowledge that this is an experimental use of the radioactive isotope 16A-[18F] fluoro-17B-estradiol with the PET-CT in diagnosing deep bowel endometriosis
4. I acknowledge that I have been given time to consider the information and to seek other advice.

5. I acknowledge that refusal to take part in this study will not affect the usual treatment of my condition.

6. I acknowledge that I am volunteering to take part in this study and I may withdraw at any time.

7. I acknowledge that this research has been approved by the Nepean Blue Mountains Local Health District Human Research Ethics Committee.

8. I acknowledge that I have received a copy of this form and the Participant Information Sheet, which I have signed.

9. I acknowledge that information collected from this study may be used in future research projects that are extensions of, or closely related to, the original project or in the same general area of research.
Before signing, please read ‘IMPORTANT NOTE’ following.

IMPORTANT NOTE:
This consent should only be signed as follows:

1. Where a participant is over the age of 16 years, then by the participant personally.

Name of participant _________________________________   Date of Birth __________________

Address of participant ____________________________________________________________

Signature of participant _______________________________ Date: ______________________  

Name of Researcher_____________________________________________________________

Signature of researcher ______________________________ Date: ____________________

Name of Witness_________________________________________________________________

Signature of witness ________________________________    Date: ____________________
Nepean Hospital Participant Information and Consent Form

Version No 1.0   Dated 16/07/2020
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