Department of Gynaecology, Royal Hospital for Women
Study Title:

A Randomised Trial on MonaLisa Touch for Postmenopausal Vulvovaginal Symptoms 

HREC ref no:  15/330

Participant Information Statement & Consent Form
You should read this information carefully and ask questions before you decide to participate in this study.  You may take as much time as you like to make up your mind.  Before you agree to participate, Dr Stephen Lyons or A/Prof Jason Abbott, or their representatives, will discuss the information contained in this form with you.  If there are words in this form that you do not understand, please ask the person obtaining your consent to explain them to you.
1. What is the nature and purpose of the research study?
Many post-menopausal women experience vulvovaginal symptoms. Vulvovaginal symptoms occur following thinning of the vaginal lining that results from the decreased levels of oestrogen after the menopause. There are many vulvovaginal symptoms, the most common being vaginal burning, vaginal itching, vaginal dryness, painful sex and pain passing urine. Common first-line treatments for vulvovaginal symptoms include vaginal moisturisers and lubricants, in concert with regular sexual intercourse. If vulvovaginal symptoms persist, oestrogen hormone replacement therapy (commonly in the form of a topical vaginal cream) may be considered. Oestrogen replacement may relieve vulvovaginal symptoms but does not work for all women. In addition, vulvovaginal symptoms usually return when the treatment is ceased. Unfortunately, hormone replacement therapy is contraindicated in some women (e.g., women with a history of breast cancer or blood clots); some women would simply prefer not to use hormone replacement therapy. 

MonaLisa TouchTM (MLT) is a new treatment for women with vulvovaginal symptoms that involves treatment of the vaginal lining with tiny pin-point laser applications with the aim of restoring the skin to a state similar to that prior to the menopause. Whilst some initial studies support the use of MLT for the successful treatment of vulvovaginal symptoms, no high quality studies where the MLT procedure is compared to a placebo treatment have been performed. In this randomised controlled trial women will be randomly allocated to either the MLT treatment group or to a placebo group, (women in the placebo group will not receive the MLT treatment). Randomised means that neither you nor your doctor chooses which group you are in; instead you will be allocated at random by a computer-generated number.  The aim of this study is to examine the effectiveness of MLT for the treatment of vulvovaginal symptoms and provide high quality information to guide women with vulvovaginal symptoms as to their best treatment options. 

If the study proves that MLT is a safe and effective treatment for vulvovaginal symptoms, all women in the placebo group will be offered MLT after the conclusion of the study. There will be no charge to any study participants for the MLT treatment.

2. Why have I been invited to participate in this study?
You are eligible to participate in this study because you have significant vulvovaginal symptoms, and have unsuccessfully tried, can’t take, or do not wish to use hormone replacement therapy (vaginal tablet/cream, oral tablet or skin patch).
3. What if I don’t want to take part in this study, or if I want to withdraw later?

Your participation in this clinical research study is completely voluntary. It is completely up to you whether or not you participate. If you decide to participate, you may withdraw at any time.  If you decide not to participate or withdraw from the study once it has started, this decision will have no effect on future medical treatment or your relationship with the hospital and clinicians.  Your doctor may also choose to remove you from the study at any time. 
4. What does the study involve?

If you agree to participate in this study, you will be asked to sign the Participant Consent Form. This study will be conducted over a 12-month period. 
Sometimes doctors don’t know the best way of treating patients with a particular condition so comparisons need to be made between different treatments. To do this, study participants are put into groups and given different treatments, and the results are compared to see whether one treatment is better. To ensure the groups are similar to start with, a computer allocates each study participant into a group randomly, like the flip of a coin. Hence, this study is said to be a “randomised trial”. In this study, the MLT treatment is being compared to a placebo treatment – a placebo treatment appears like the treatment being studied but the actual treatment is not performed (see below for more information). Hence, this study is said to be a “placebo-controlled trial”. In addition, because neither the doctor nor the study participant can decide (or know) which treatment the participant receives, this study is said to be a “double-blind trial”.
If you agree to participate in this trial, you will be allocated to either the MLT treatment group or the placebo group and undergo the associated procedures. The MLT treatment involves the use of a specially designed cylindrical laser device that is gently inserted into vagina. Once inside, a laser beam produced by the device creates a pattern of small thermal “dots” on the vaginal lining – the vast majority of the vaginal lining does not receive the laser treatment. The laser is thought to stimulate cells within the vaginal lining to produce tissues that make the vaginal lining similar to the pre-menopause vaginal lining. Topical anaesthetic cream will be applied to the vulva in every patient, prior to the laser treatment. The treatment takes about 5 minutes to complete. Participants allocated to the placebo group will have all the same treatment steps and assessments as the MLT group except that the laser will be activated at the lowest energy settings in the placebo group, which will have no clinical effect (MLT and placebo participants will be unable to determine if they have received the laser treatment or not). 
A total of 3 “treatments” will be performed for the MLT and placebo groups, each separated by a 4-week interval. Four weeks after each treatment, at 3 months after the final treatment, and 12 months from first treatment (i.e. the study treatment and follow up is over 12 months in total), participants will be assessed for changes in vulvovaginal symptoms, the health of the vaginal lining and their overall quality of life relative to the pre-treatment levels. In this way, the benefit or not of MLT over placebo can be determined.

 You will not be told which group you are in – that is, whether you have received the laser treatment or not.  Hence, you will be “blinded”. The researchers collecting all information are similarly ‘blinded’ and are not aware which group you are in. This method of research provides the highest quality scientific information.  Only the doctor doing your treatment will be aware of which group you are in; only if it became medically necessary would this be revealed to you before the end of the study.  At the completion of the study, the results will be made known to all participants and if these results show that there is a benefit related to the MLT treatment, women in the placebo group will be offered the complete course of treatment free of charge.  

5. How is this study being paid for?

This study is being partly sponsored by a research grant from the Australasian Gynaecological Endoscopy and Surgery Society and by research funds of the Gynaecology Department at the Royal Hospital for Women. There is no association between the inventors, manufacturers or agents of MLT and the researchers involved with this study, or with the any part of this research study. No research money is paid directly to individual researchers.
6. Will there be any discomfort as a result of me participating in this study? Are there risks to me in participating in this study?
Aspects of the study that may result in participant discomfort include: 1) having the laser probe inserted into the vagina – the discomfort is similar to that with a Pap smear; 2) movements of the laser probe during the procedure – the discomfort is similar to that with a Pap smear; and 3) post-procedure inflammation – mild inflammatory changes in the lining of the vagina after the procedure may or may not be associated with a mild discomfort in the vagina for several days.
The Therapeutic Goods Administration has approved MLT for use in Australia. Consequently, MLT is being used in a rapidly increasing number of clinics for the treatment of women with vulvovaginal symptoms. There have also been a number of non-randomised studies on MLT. To date, there have been no recorded serious adverse events or complications related to the use of MLT. However, all medical procedures involve some risk of injury. In addition, there may be risks associated with this study that are presently unknown or unforeseeable. Therefore, in spite of all reasonable precautions, you might develop medical complications from participating in this study. 
The known risks of this study are similar to those associated with any minor vaginal procedure such as a Pap smear, and appear to be limited to minor discomfort due to insertion, activation and manipulation of the MLT device, as well of the possibility of mild discomfort from a low-grade irritation of the vaginal lining for several days, post-procedure. For this reason, it is recommended that you refrain from sexual intercourse for 3 days after each treatment to avoid vaginal irritation. You may take over-the-counter pain medications if necessary for pain relief. However, the use vaginal moisturisers or personal lubricants is not allowed from 30 days prior to the first study treatment until completion of the study. 
7. What are the alternatives to participation? 

You do not have to take part in this research project to receive treatment at this hospital for vulvovaginal symptoms. First-choice treatments for vulvovaginal symptoms are usually topical vaginal moisturisers and personal lubricants that may alleviate vulvovaginal symptoms – in particular, personal lubricants may be of benefit for women who experience pain during sex. Vulvovaginal symptoms often return if these topical preparations are ceased. Oestrogen hormone replacement preparations are the mainstay of treatment for women with troublesome vulvovaginal symptoms. This treatment is usually successful in treating vulvovaginal symptoms but the symptoms often return if the treatment is stopped; longer-term hormone replacement therapy may also be associated with the development of other health issues. Furthermore, some women have medical conditions where oestrogen-containing preparations are contra-indicated; some women would simply prefer not to use hormone replacement therapies. Your study doctor will discuss these options with you before you decide whether or not to take part in this research project. You can also discuss the options with your local doctor.
8. What happens if I suffer injury or complications as a result of the study?

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 caused by the study procedure, or by the negligence of any of the parties involved in the study. 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. 
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.

9. Will I benefit from the study?

This study aims to further medical knowledge and may improve future treatment of women with post-menopausal vulvovaginal symptoms, however it may not directly benefit you. 
10. Will taking part in this study cost me anything, and will I be paid?

Participation in this study will not cost you anything; you will not be paid for your participation.
11. How will my confidentiality be protected?
Of the people treating you, only Dr Lyons, A/Prof Abbott and other doctors and nursing staff involved with this study 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 and essential research staff will have access to your details and results that will be held securely. All data will be stored by the Research Office of the Gynaecology Department, Royal Hospital for Women, under controlled (locked) access.  Data will be retained for a minimum of ten years.  Materials (including paper documents, and computer discs) will subsequently be destroyed using an industrial shredding process.
12. What happens with the results?

If you give us your permission by signing the consent document, we plan to publish/discuss the results in peer-reviewed journals and at conferences presentations or other professional forums. In any publication or conference presentation, information will be provided in such a way that you cannot be identified. Results of the study will be provided to you, if you wish. Any papers or presentations resulting from this work will be made available to you and other study participants.
13. What happens to my treatment when the study is finished?

A 3-treatment course of the MLT procedure will be made available to study participants from the placebo after the completion of the study follow-up period. The MLT procedure will not be available after the study is completed.  A decision will be made in consultation between you and your treating doctor about the most appropriate treatment for you at that time, depending on the success of the MLT procedure in alleviating your vulvovaginal symptoms.

14. What should I do if I want to discuss this study further before I decide?

When you have read this information, Dr Stephen Lyons, A/Prof Jason Abbott or one of the research team 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 the GRACE research team on 0491 231 771.

15. Who should I contact if I have concerns about the conduct of this study?

This study has been approved by the South Eastern Sydney Local Health District Human Research Ethics Committee. If you have any questions relating to this study, you should contact the GRACE research team on 0491 231 771. Any person with concerns or complaints about the conduct of this study should contact the Research Support Office that is nominated to receive complaints from research participants. You should contact them on 02 9382 3587 or email RSOseslhd@sesiahs.health.nsw.gov.au and quote HREC 15/330.
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.
WITHDRAWAL OF CONSENT

I hereby wish to WITHDRAW my consent to participate in the study described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with the Royal Hospital for Women or my medical attendants.
Signature of participant 

Please PRINT name 

Date

_________________________  


_______________________ 

_______________

The section for Revocation of Consent should be forwarded to Dr Stephen Lyons, Department of Gynaecology, Royal Hospital for Women, Barker Street, Randwick, NSW 2031.
PARTICIPANT CONSENT FORM
1. 
I,    .................................................................................................................
of   .................................................................................................................
agree to participate in the study described in the participant information statement set out above.
2.
I acknowledge that I have read the participant information statement, which explains why I have been selected, the aims of the study and the nature and the possible risks of the investigation, and the statement has been explained to me to my satisfaction.

3.
Before signing this consent form, I have been given the opportunity of asking any questions relating to any possible physical and mental harm I might suffer as a result of my participation and I have received satisfactory answers.

4.
I understand that I can withdraw from the study at any time without prejudice to my relationship to the Department of Gynaecology, Royal Hospital for Women and the University of NSW.
5.
I agree that research data gathered from the results of the study may be published, provided that I cannot be identified.

6.
I understand that if I have any questions relating to my participation in this research, I may contact Dr Stephen Lyons or A/Prof Jason Abbott by telephone (02 9382 6557) who will be happy to answer them.

7. I acknowledge receipt of a copy of this Consent Form and the Participant Information Statement.

Complaints may be directed to the Research Ethics Secretariat, South Eastern Sydney Local Health District, Prince of Wales Hospital, Randwick NSW 2031 Australia (phone 02-9382 3587, fax 02-9382 2813, email RSOseslhd@sesiahs.health.nsw.gov.au). 
Signature of participant 

Please PRINT name 


Date
________________________  

_______________________ 

_______________

Signature of witness 


Please PRINT name


Date

_________________________ 

_______________________ 

_______________

Signature of investigator 

Please PRINT name


Date
_________________________  

_______________________ 

_______________
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