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                            (Form to be printed on local headed paper)
 CONSENT FORM 
 (Version 1.1 03/02/14)
Title of Study: ‘HELP’ Trial (systemic tHerapy for Erosive Lichen Planus)
REC ref: 14/YH/0046
CTA ref : 03057/0060/001-0001
Name of Researcher:
[Insert name of local PI]
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I confirm that I have read and understand the information sheet version number …………dated...................................... for the above study and have had the opportunity to ask questions.

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. I understand that should I withdraw then the information collected so far cannot be erased and that this information may still be used in the project analysis.
3.
I understand that relevant sections of my medical notes and data collected in the study may be looked at by authorised individuals from the University of Nottingham, the research group and regulatory authorities where it is relevant to my taking part in this study. I give permission for these individuals to have access to these records and to collect, store, analyse and publish information obtained from my participation in this study. I understand that my personal details will be kept confidential.
4. 
I agree to a photograph of my vulval skin being taken for the purposes of the trial. I understand these images will be kept anonymously and I will be asked for further permission if they are to be used in any future publications resulting from this work.

5.
I agree for you to keep me contact details on file so that I can be contacted about future research.


6.
I agree to have any blood tests that are necessary to monitor the treatment.

7.
I understand that regular attendance at clinic appointments is necessary 

to ensure the safe prescription of the medication.

8.
I agree to my GP being informed of my participation in this study.

9.
I agree to be randomised to take part in the above study.

______________________


    
____________________
Name of Participant


Date (dd/mm/yy)       

Signature

_______________________



____________________
 Name of Person taking consent
Date (dd/mm/yy)        

Signature
Take 3 copies: 1 for participant, 1 for the project notes and 1 for the medical notes

Please initial box
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