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Part 1 
Study Title:  Is the naturally occurring prebiotic Lactoferrin an acceptable alternative to antibiotic/antifungal tablets for women with bacterial vaginosis or thrush? The LISA (Lactoferrin InStead of Antibiotics/antifungals) randomised feasibility study.

Chief Investigator: 
Dr Pippa Oakeshott
Invitation to participate in the above study:
You are being invited to take part in a research study. Before you decide it is important for you to understand why the research is being done and what it will involve. Part 1 tells you what will happen to you if you take part. Part 2 gives you more detailed information. Please take time to read the following information carefully and ask if there is anything that is not clear to you. Thank you for reading this.

What is the purpose of the study?

We want to find out if we can do a future study to see if naturally occurring Lactoferrin (made from cows’ milk) might be an alternative to antibiotic or antifungal tablets for women with bacterial vaginosis or vaginal thrush/candida.
Why have I been invited?

We are asking women to help in this research if they have vaginal symptoms such as abnormal discharge, itching or burning due to vaginal thrush or bacterial vaginosis.

Do I have to take part? 

It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time without giving a reason, and this will not affect your medical care. 

What will happen to me if I take part?

You will be asked to complete a short confidential questionnaire on sexual health, and to provide simple, self-taken vaginal samples using a cotton bud in the nearest toilet. Samples will be tested for bacterial vaginosis, thrush and three sexually transmitted infections (STI) called chlamydia, gonorrhoea and trichomonas. (If someone has an STI, we will give them antibiotic treatment and they will stop being in the study.)

After providing samples, women diagnosed with bacterial vaginosis or thrush will be randomly allocated into two groups. (Grouping will be done the next day for women recruited at their general practice as samples need to be tested elsewhere.)

· Lactoferrin group

These women will be given lactoferrin vaginal pessaries to use every night for 21 nights. (The reason for 21 days treatment is that other studies have also asked women to use vaginal lactoferrin for this length of time, and this longer period might help to prevent infection coming back.)
· Antibiotic/antifungal group

These women will be given usual (standard) treatment with antibiotic tablets (metronidazole twice daily for five days for bacterial vaginosis) or a single antifungal capsule of fluconazole to swallow (for thrush).

What happens next? (Please see flow chart below)
All women will be asked to provide repeat self-taken vaginal samples at home in the evening for the first seven days of the study and then twice a week for three weeks (total 13 samples). We will provide special packs for you to keep them in, and stamped addressed envelopes for you to post back samples each week (or you can drop them in at the clinic.) During these four weeks we will use the contact details you provide to text or telephone you twice a week to ask if you still have any symptoms or would like us to give you a different treatment. 
After three months we will invite all women back to their clinic or general practice for a final check-up with Dr Hay or Dr Oakeshott. Some women may also be asked to take part in confidential telephone interviews about their opinions of the study.

Are there any risks of using vaginal lactoferrin?
Vaginal lactoferrin is made from cows’ milk and has been used in research studies by nearly 200 women (including during pregnancy) with no recorded adverse events. In 2019-2020, women bought over 60,000 boxes of vaginal lactoferrin (Difesan) and no serious adverse events were reported. 
During each of the first four weeks of the study we will ask all women taking part if they have noticed any possible side effects (such as vaginal irritation, nausea, diarrhoea, rashes) which might be due to treatment.  If they have, Drs Hay and/or Oakeshott will record this and contact them about what to do next.  In addition, as there is a risk that lactoferrin or standard treatment may not work, all women with persistent vaginal symptoms will be asked if they would like to talk to Drs Hay and/or Oakeshott about trying an alternative treatment.
What are the possible benefits of taking part? 
Whichever treatment you are given for bacterial vaginosis/thrush will be free. All women will also be given £30 when they come back to the clinic or general practice after three months for a final check-up. Women who take part in telephone interviews will receive an additional £10. 

What if there is a problem? 

If you have a problem related to the study, please contact us as soon as possible (contact details below). If we cannot help you, you will be directed to the Patient Advice and Liaison Service (PALS) at at Guys and St Thomas’ NHS Trust 020 71887188 pals@gstt.nhs.uk. Women recruited at the Curran practice should contact the practice manager on 020 74116866.


Will my taking part in the study be kept confidential?

Yes. Confidentiality will be safe guarded in line with GDPR and UK legislation. Data and samples may be used in future ethically approved studies. Further details are included in Part 2.

Part 2

What if relevant new information becomes available?

If this happens your research doctor will tell you and discuss whether you want to continue in the study. 

What will happen if I don’t want to carry on with this study?

You can withdraw at any time. With your permission we would like to keep the information and any samples already collected. 
Harm

St George’s University of London have agreed that if you are harmed as a result of your participation in the study, you will be compensated, provided that, on the balance of probabilities, an injury was caused as a direct result of procedures you received during the course of the study. These special compensation arrangements apply where an injury is caused to you that would not have occurred if you were not in the trial. We would not be bound to pay compensation where: -The injury resulted from a drug or procedure outside the trial protocol and/or -The protocol was not followed. These arrangements do not affect your right to pursue a claim through legal action.

Will my taking part be kept confidential?

Confidentiality will be safeguarded during and after the study. We will collect data, usually electronically, including case report forms, consent forms, questionnaires and bacteriological test results. Personal details on paper such as consent forms will be kept in a locked cabinet in a locked room at the NHS recruitment site. This will be under the custodianship of Dr Hay or Dr Oakeshott. The rest of the information will be stored on password protected computers and servers and further password protected files. Only authorised persons will have access to identifiable data. This includes the researchers, sponsors and regulatory authorities. The information (research data and identifiable data like consent forms) will be retained for up to 15 years in line with the sponsor’s archiving procedures and disposed of securely. Provided you agree, we will inform your GP that you are taking part in the study.
How will we use information about you? 

We will need to use information from you, from your medical records and your sample results for this research project. 

This information will include your initials/ NHS number/ name/ contact details/ your answers to questionnaires, sample results and medical history. The information will be stored at St George’s University of London. People will use this information to do the research or to check your records to make sure that the research is being done properly.

People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead. 

We will keep all information about you safe and secure. 
Some of your samples may be sent to Denmark. They must follow our rules about keeping your information safe. Similarly, we may share anonymous information with our fellow researchers at Kings College London and Aquarius.
Once we have finished the study, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the study.

What are your choices about how your information is used?

· You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have. 

· If you choose to stop taking part in the study, we would like to continue collecting information about your health from [central NHS records/ your hospital/ your GP]. If you do not want this to happen, tell us and we will stop.

· We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you. 

· If you agree to take part in this study, you may have the option to take part in future research using your data saved from this study. 

Where can you find out more about how your information is used?

You can find out more about how we use your information 

· at www.hra.nhs.uk/information-about-patients/
· our leaflet available from Dr Oakeshott (details below)

· by asking one of the research team

· by sending an email to oakeshot@sgul.ac.uk 

· by ringing us on 07772 846496

· SGUL Privacy link: https://www.sgul.ac.uk/privacy
What will happen to any samples I give?

As with all your information, we will use secure procedures for collecting, using and storing your self-taken vaginal samples in line with the Human Tissue Act. Samples will be identified with a number or barcode but no personal data. Initially samples will be stored in freezers in locked rooms at St Thomas NHS Trust and St George’s University of London. Some samples will later be sent on dry ice to the Statens Serum Institut laboratory in Copenhagen, Denmark so we can examine vaginal bacteria using a technique called DNA sequencing. Afterwards all samples will be returned to St George’s University of London. At the end of the study, samples will be stored in a freezer in a locked room at St George’s University of London and may be used for further ethically approved research in future. If no further ethical approval is given, samples will be destroyed after 15 years.
What will happen to the results of the research study?

The results of the study will be published in a scientific journal within five years. A copy of the published results will be available from Dr Oakeshott (details below).

Who is organising and funding the research?

The study is being organized by St George’s University of London, and funded by the National Institute for Health Research.

Who has reviewed the study?

This study has been reviewed by London-Dulwich Research Ethics Committee (REC Reference: 22/LO/0293) and the Health Research Authority.
What if I want to complain about the way data is handled?

If you wish to raise a complaint on how we have handled your personal data, you can contact our Data Protection Officer who will investigate the matter. If you are not satisfied with our response or believe we are processing your personal data in a way that is not lawful, you can complain to the Information Commissioner’s Office (ICO) (https://ico.org.uk/). 

Data Protection Privacy Notice

St George`s, University of London, conducts research to the highest standards of research integrity. As a publicly-funded organisation, the University has to ensure that it is in the public interest when we use personally-identifiable information about people who have agreed to take part in research. The University’s data protection policy governing the use of personal data by the University can be found on its website (https://www.sgul.ac.uk/about/our-professional-services/information-services/information-governance/data-protection/data-protection-policy). 

Any personal data we collect in this study will be used only for the purposes of carrying out our research and will be handled according to the University’s policies in line with data protection law. If any personal data is used from which you can be identified directly, it will not be disclosed to anyone else without your consent, unless St George’s, University of London, is required by law to disclose it.

For the purposes of data protection law, the university is the ‘Data Controller’ for this study, which means that we are responsible for looking after your information and using it properly. We will keep identifiable information about you for 5 years after the study has finished after which time, any link between you and your information will be removed.

Further Information and Contact Details

If you have any questions the research team will be happy to answer them. Please feel free to contact GP Dr Pippa Oakeshott at the Population Health Research Institute, St George’s, University of London, SW17 on 07772 846496 or  oakeshot@sgul.ac.uk 
Week 1


Provide self-taken vaginal samples at home every evening for 7 days


Receive text twice a week to ask about symptoms 








Week 5-11


No contact








Week 12


Invited back to clinic or general practice for a final check up








Week 2, 3 & 4 


Vaginal samples taken at home in the evening twice a week


Receive text twice a week to ask about symptoms 
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