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PARTICIPANT INFORMATION SHEET
The ROSES Study on Sexual Pain
Are sexual pain conditions linked to worries about body image?
You have been invited to participate in a research study. Before you decide whether to participate, 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. We encourage you to get in contact with us if anything is unclear or if you would like further information. Thank you.
What is the purpose of the study?
Vaginismus, dyspareunia, and vulvodynia/vestibulodynia are female sexual pain conditions which can involve pain before, during, or after sex, or more generalised pain in the genital area (the vulva and vagina).
These conditions are often treated with medication or physiotherapy. However, individuals with these conditions may also benefit from psychological treatment.

The purpose of this study is to find out more about this and develop better treatment options for individuals who experience sexual pain. 

This study will look at two groups of people:
1) individuals with vaginismus, dyspareunia, and/or vulvodynia/vestibulodynia
2) individuals without any of these sexual pain conditions.

This may help us develop better treatment options for individuals with sexual pain.
We will recruit 110 individuals for this study. We are looking for 55 individuals with vaginismus, dyspareunia, and/or vulvodynia/vestibulodynia, and for 55 individuals without any of these sexual pain conditions.		
Why have I been invited?
You have been invited because you heard about our study either via your NHS care team or because you found our study online. 
We collaborate with four different clinical teams in the NHS:

- The Oxford Pelvic Pain Service (John Radcliffe Hospital)
- The Oxford Sexual Health Service (Churchill Hospital)
- The Slough Sexual Health Service (Garden Clinic)
- The Reading Sexual Health Service (Florey Clinic)

If you are not under the care of one of these teams, you most likely heard about our study online. We advertise this study on social media and via relevant charitable organisations.

We are happy to hear from a full range of people. In particular, we are keen to gather the thoughts of people aged 18 years or older (with no upper age limit) who are born with, and still have, a vagina and who:

1.     Have one or more of the following diagnoses and ongoing symptoms:
vaginismus, dyspareunia, vulvodynia/vestibulodynia

OR

2.     Have no current or previous experience or diagnosis of sexual pain

Do I have to take part?
No, taking part is completely voluntary. You have the right to withdraw from the project during your participation in the study without giving a reason, up until the point of data analysis. This will not have any negative consequences for you or your care.

What will happen to me if I decide to take part?
You will be invited to complete questionnaires online. You will be reminded of the details of the study and your consent to take part will be sought.

What should I consider?
You are not eligible for this project if you
- have experienced psychosexual pain in the past, but do not currently experience this.
- are currently pregnant or have given birth to a child within the last six months.
- have a medical condition or have undergone a medical procedure that led to sexual pain which you did not previously experience, such as endometriosis, vaginal/cervical/womb cancer, current STIs, recurrent vaginal thrush, lichen sclerosis or if you have undergone a hysterectomy.

It is okay to participate in this project while also being involved in other research studies.
Are there any disadvantages or risks from taking part?
Taking part in this research study will take up to 30 minutes. Some of the questionnaires will invite you to reflect on your mental and physical health and earlier experiences. We have consulted with people with lived experience of sexual pain to minimise the potential for distress. However, it is possible that you may find it upsetting to answer some of the questions. At the end of the questionnaire, you will be provided with contact details of services and third-party organisations that will be able to offer support and guidance. 
We will not collect any of your contact details in this study. However, you will be able to contact the research team via email. If you are under the care of one of our collaborating clinical teams, you will be encouraged to speak to your clinician.

What are the possible benefits of taking part?
We hope that your participation in this research study will help us understand factors that may contribute to female sexual pain. This may help us develop better treatment options for individuals with sexual pain.

Will my General Practitioner (GP)/family doctor be informed of my participation?
No.

Will my taking part in the study be kept confidential?
Yes. All study records will be identified only by a code. Information that can identify you will be held securely by members of the research team for the purposes of the study. As this study will be an online survey, all data will be electronic. All data will initially be collected online via our secure online survey system. Data will eventually be downloaded into a secure online storing system for data analysis. Study data will never be stored locally on computers. No study data will exist on paper. Your name on the consent form will be the only personally identifiable data collected.


Confidentiality will be maintained as far as possible. If you tell us something via email which implies that you or someone you mention might be in significant danger or harm, we would respond by sending you signposting information of how to get help. If we know that you are under the care of one of the NHS teams that we are working with in this study and if we are concerned about you in some way, then we would contact your care team to let them know about this.

Responsible members of the University of Oxford may be given access to data for monitoring and/or audit of the study to ensure that the research is complying with applicable regulations. However, this would only involve non-identifiable research data which cannot be traced back to you.
Will I be reimbursed for taking part?
We will not be able to compensate you for your time.

What will happen to the results of this study?
This research is being undertaken as part of an educational project, to fulfil the requirements for a Doctorate at the University of Oxford. The research team also aims to publish the findings yielded from this study in a peer-reviewed journal. Participants will not be identifiable from any report or publication placed in the public domain. The findings of this study may also be presented at conferences.  
If you would like to hear about the study findings, you can get in touch with the Chief Investigator Dr Susannah Jenner via email (susannah.jenner@hmc.ox.ac.uk).

The only personally identifiable information that we will collect about you will be your name on the consent form. We will store any research documents with personal information, such as consent forms, securely at the University of Oxford in accordance with the University Policy on Management of Data.

All study data will be stored without name and assigned a study ID. This means that your details may show up on our records as for example Participant number 12 rather than being saved together with your name. Your name will NOT be included in any trial data electronic file. There will be a linking document which links your name to the rest of your data. This document will be stored securely and separately (in a separate folder on a secure drive, with separate access rights). Personal data (this includes the consent forms and the linking document) will be deleted once the study has ended. All other non-identifiable research data will be stored for five years after the study endpoint with a destruction date on it. Data storing responsibilities lie with the Chief Investigator.

Data protection regulation provides you with control over your personal data and how it is used. When you agree to your information being used in research, however, some of those rights may be limited in order for the research to be reliable and accurate.

Further information about your rights with respect to your personal data is available at https://compliance.web.ox.ac.uk/individual-rights.

You can find out more about how we use your information by contacting natascha.niekamp@hmc.ox.ac.uk.
What if there is a problem?
The University of Oxford, as Sponsor, has appropriate insurance in place in the unlikely event that you suffer any harm as a direct consequence of your participation in this study.

If you wish to complain about any aspect of the way in which you have been approached or treated, or how your information is handled during the course of this study, contact Lead Researcher Natascha Niekamp (natascha.niekamp@hmc.ox.ac.uk) or Chief Investigator Susannah Jenner (susannah.jenner@hmc.ox.ac.uk) or you may contact the University of Oxford Research Governance, Ethics & Assurance (RGEA) team on 01865 616480, or RGEA at rgea.complaints@admin.ox.ac.uk.

Who is organising and funding the study?
The University of Oxford is sponsoring the study. Dr Susannah Jenner is the Chief Investigator. Natascha Niekamp is the lead researcher. Dr Eike Adams and Dr Emma Evans are investigators.

Who has reviewed this study?
All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee, to protect participants’ interests. This study has been reviewed and given a favourable opinion by by the South Central Oxford B Research Ethics Committee and the Health Research Authority (HRA). 






KEY INFORMATION

· Taking part in this research study is voluntary and optional.

· Choosing to take part or not will not affect your clinical care.

· The study involves completing one questionnaire lasting approximately 30 minutes.

· You will only need to complete the questionnaire once. 

· If you have any questions or concerns at any time during the study, 
please contact Natascha Niekamp (natascha.niekamp@hmc.ox.ac.uk).


















Thank you for taking the time to read this information sheet 
and for your interest in the project.
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You can speak to the research team about any questions or concerns 
using the details below:
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Natascha Niekamp, Trainee Clinical Psychologist     Dr Susannah Jenner, Clinical Psychologist
natascha.niekamp@hmc.ox.ac.uk 			susannah.jenner@hmc.ox.ac.uk
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Dr Emma Evans, Clinical Psychologist			Dr Eike Adams, Clinical Psychologist
emma.evans@ouh.nhs.uk				eike.adams@ouh.nhs.uk
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