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Satisfaction in women receiving labiaplasty 


INFORMATION SHEET

We would like to invite you to take part in a research study. Before you decide you need to understand why the research is being done and what it would involve for you. Please take time to read the following information carefully. Talk to others about the study if you wish. (Part 1 tells you the purpose of this study and what will happen to you if you take part. Part 2 gives you more detailed information about the conduct of the study).  Ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part. 
Thank you for reading this.  

1. What is the purpose of the study?

The aim of this study is to determine the outcome and satisfaction in women who have a labiaplasty.  

2. Why have I been chosen?

You have been chosen because you are currently seeking a labiaplasty 

3. Do I have to take part?

It is up to you to decide. We will describe the study and go through this information sheet, which we will then give to you. We will then ask you to sign a consent form to show you have agreed to take part. You are free to withdraw at any time, without giving a reason. This would not affect the standard of care you receive. 

4. What will happen to me if I decide to take part?

If you agree to be contacted by the research team, a female researcher will contact you by telephone to explain the study in more depth and ask for your consent to take part in the study. You will then be sent a number of questionnaires to complete about your body image, sexual satisfaction and other health related measures.  You can also complete these questionnaires online if it is easier for you. 

Depending on your answers to some of the questions you may be asked if the researcher can conduct a short face-to-face interview about your day to day thoughts and emotions. This will either take place at your home or at the clinic, depending on what is best for you.

You will also be asked to fill in similar questionnaires 3 months after you have had the procedure. These will be sent to you in the post for you to complete in your own time or you can complete them online.  You will receive a £20 High Street gift voucher as a token of thanks after you have completed the second set of measures. 
5. What do I have to do?

There are no restrictions to your lifestyle but initially you will need give up about an hour of your time to complete the questionnaires. Depending on your answers we may ask to you to do an interview with the researcher. This can be done at a time that best suits you and at place that you feel most comfortable with. You will also be asked to fill in similar questionnaires after you have had the procedure. This will also only take about an hour.

6. What are the side effects of taking part?

There are no side effects of taking part in the study.  However, if you find talking or thinking about your labia distressing, then the project team will be there to support you. You are also able to withdraw from the research at any time without giving a reason.  

7. What are the possible disadvantages or risks of taking part? 

We are not aware of any disadvantages from taking part. 

8. What are the possible benefits of taking part?

We cannot promise the study will help you but the information we get from this study will help us develop a tool that practitioners can use to help determine who will be satisfied with the labiaplasty and who will not. For people who are not satisfied with the procedure this study will hopefully help us find the best way of treating them so they are happier with their bodies.  
9. What if there is a problem? 

Any complaint about the way you have been dealt with during the study or any possible harm you might suffer will be addressed. The detailed information on this is given in Part 2.
10. What happens when the research study stops? 

You will be provided with a summary of the main research findings and a link to the full study reference. 

11. Will my taking part in this study be kept confidential?

Yes. We will follow ethical and legal practice and all information about you will be handled in confidence. The details are included in Part 2. 

This completes part I. 

If the information in Part 1 has interested you and you are considering participation, please read the additional information in Part 2 before making any decision.
PART 2 

1. What will happen if I don’t want to carry on with the study?
You can withdraw from the study at any time without giving a reason and without your current care being affected. Any identifiable data collected will be destroyed. Data that is not identifiable may still be used. 
2. What happens if something goes wrong?

If you have a concern about any aspect of this study, you should ask to speak to your gynaecologist or Dr Veale who will do their best to answer your questions (see contact details below). If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints mechanism. Details can be obtained from the hospital.
In the event that something does go wrong and you are harmed during the research and this is due to someone’s negligence then you may have grounds for a legal action for compensation against the Kings College London but you may have to pay your legal costs.
3. What will happen to the results of the research study?

The result of the research will be published in journals and publicised in the media and user conferences. You will be given a summary of the results and may request a copy of the paper. You will not be identified in any report or publication arising from the research. 

4. Will my taking part in this study be kept confidential?

All information which is collected about you during the course of the research will be kept strictly confidential, and any information about you which leaves the hospital/surgery will have your name and address removed so that you cannot be recognised (if it is applicable to your research). All data will be anonymous. You will be assigned a code at the beginning of the study and the list linking the names and the codes will be kept separate from the data, in a locked filing cabinet. 
5. Who is funding the research?

This research assistant for this research is being funded by grants to Dr Veale at College London.  

6. Who has reviewed the study?

The study has been reviewed by Kings College Hospital Research Ethics Committee.
Contact for Further Information

For further information, please do not hesitate to contact your gynaecologist or contact Nell Ellison or Dr David Veale: 

By email:
Ana.Costa@kcl.ac.uk or David.Veale@kcl.ac.uk
By post:
Centre for Anxiety Disorders and Trauma



The Maudsley Hospital 



99 Denmark Hill



London SE5 8AZ 

By telephone: For Ana Costa: 020 3228 3212 



    For David Veale: 020 3228 3461
You will be given a copy of the information sheet and a signed consent form to keep. 

Thank you for taking part in the study. 

To women seeking labiaplasty


We would like to invite you to take part in a study.


Taking part in this study will not have any affect of whether you have a labiaplasty or not.


For further information, please read the following information sheet.











