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REC Reference Number: 22/LO/0293      IRAS ID: 30789         Patient ID number for this trial: _____
                                                                 

CONSENT FORM

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/anitfungals) randomised feasibility study.

Name of Researcher: Dr Pippa Oakeshott, St George’s University of London







Please initial each box

1.
I confirm that I have read and understand the information sheet dated 30 4 22 version 3 for the above study and have had the opportunity to consider the information, ask questions and have these answered satisfactorily.


2.
I understand that my participation is voluntary and that I am free to withdraw at any time without giving any reason, and without my medical care or legal rights being affected.

3.
I understand that relevant sections of any of my medical notes and personal data collected during the study may be looked at by responsible individuals from St George’s University of London (SGUL), the NHS Trust or from regulatory authorities where it is relevant to my taking part in research. I give permission for these individuals to have access to my records.

4.
I agree to take part in the above study.


5. I agree to my anonymised data and results being used in future research



6. I agree to my samples being tested for thrush/candida, bacterial vaginosis (BV), sexually transmitted infections and bacterial DNA as described in the information sheet.
7. I understand that if my tests show I have an infection, I will be given free treatment and registered as a patient of the sexual health clinic at St Thomas’ NHS Trust. I understand that if I have thrush or bacterial vaginosis I will be given either lactoferrin pessaries to put in my vagina, or antibiotic or antifungal tablets to take by mouth. I confirm that I am happy to have either treatment. 

8. I agree to my samples being stored and used in future ethically approved research studies 
9. I agree for my anonymised samples to be sent to Statens Serum Institut in Copenhagen, Denmark for further analysis including testing for bacterial DNA


10. I understand that I may be asked what I think about the study in a confidential telephone interview. If the time and place are convenient for me I am happy to do this.


11. I am happy to be followed up after 1-3 years for possible future studies including linking to routinely collected GP health data
________________________
________________
____________________

Name of Patient

Date
Signature
Address _________________________________________________________________________

Postcode__________________________________________________________________________

Date of birth__________________________________________________________________________

Mobile number________________________________________________________________________
Email_____________________________________________________________________________

Second mobile if applicable_______________________________________________

GP name and address (and telephone number if known)___________________________


I am happy for my GP to be informed that I am taking part in this study




(This box is optional, but it is essential to initial all the earlier boxes if you wish to participate)
My preferred method of contact – please circle two methods

· Text

· Email

· WhatsApp

· Phone – When is the best time to call you?
· Other – please give full details________________________________________

_______________________
________________
____________________

Name of person taking consent
Date

Signature

When completed: Original - Investigator Site File; Copy – Participant; Copy – Medical notes
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