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‘hELP’ RESEARCH STUDY

PATIENT DIARY  -  Months 2-3
	
Study ID number
	

	
Initials
	

	The tablets I am taking are:
	

	The date I started taking tablets on was:
	

	The day of the week I should complete my diary is:
	


Thank you for taking part in this medical research study which is looking at the best way to treat vulval erosive lichen planus.
This booklet is for you to keep and record the following on a weekly basis:
· How much soreness your vulval erosive lichen planus has caused
· How frequently you have used your topical steroid ointment

· Any illnesses you have experienced 

The diary should be completed weekly for 24 weeks; you will be given a fresh diary at your 3-month follow up appointment. Please bring the diary to the hospital each time you see the doctor who is treating your vulval erosive lichen planus.
From time to time, we may call you to find out how you are getting on. Please have this diary to hand during these telephone calls.
If you have any queries about completing this diary, please do not hesitate to contact the study manager: Rosalind Simpson telephone 0115 8468630, or your local trial study team (details on the next page).
Your local hELP trial study team are:
	Name

Doctor

Nurse
	

	Hospital name


	

	Telephone number


	


The co-ordinating centre details are:
	Trial Manager
	Rosalind Simpson

	Address
	Centre of Evidence Based Dermatology 

University of Nottingham

King's Meadow Campus

Lenton Lane 
Nottingham

NG7 2NR

	Telephone number
	0115 8460630

	Email address
	helpstudy@nottingham.ac.uk


If you decide at any time that you would like to stop this research study early, you are free to do so, without having to give a reason.  


Please telephone either your study doctor or trial manager (details above) to let us know.

If you are taking prednisolone it is important, that you do not stop taking the tablets suddenly as this could be dangerous.  Please talk to your doctor first who will be able to advise you what to do.
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                                 Completing the diary - Instructions
Date

[image: image2.jpg]Please fill the diary in once a week. You should START AT THE WEEK NUMBER THAT FOLLOWS ON FROM YOUR FIRST DIARY. Please put the date you filled in the diary in the appropriate space in the table under the headings ‘Week 1’, ‘Week 2’ etc.

Soreness scores
This diary asks to rate your soreness once a week. When completing your soreness score please bear in mind the following:
· We would like to know how sore you are in the vulval area due to your condition ON THE DAY OF COMPLETION of the diary
· The scale is numbered from 0 to 10 (see diagram on right). Please put the number that best describes the amount of soreness you have

· 0 means no soreness at all
· 10 means the worst soreness you can imagine
Steroid ointment use

Please tick the relevant box for how many days you used steroid ointment that week (minimum 0, maximum 7 times)

Health problems/side effects

Please make a note if you have had any side effects from the treatment, or any other health problems so that you can let your consultant know at your next appointment.
	
	Week 5:

dd/mm/yy

_ _/_ _/ _ _


	Week 6:

dd/mm/yy

_ _/_ _/ _ _


	Week 7:

dd/mm/yy

_ _/_ _/ _ _



	How much soreness has your vulval erosive lichen planus caused today on a scale of 0-10? (see diagram on page 4)


	
	
	

	How many days have you used your steroid ointment this week? (please write number of times between 0-7)
	
	
	

	Have you had any side effects from the treatment, or any other health problems?

Please specify:
	
	
	


	
	Week 8:

dd/mm/yy

_ _/_ _/ _ _


	Week 9:

dd/mm/yy

_ _/_ _/ _ _


	Week 10:

dd/mm/yy

_ _/_ _/ _ _



	How much soreness has your vulval erosive lichen planus caused today on a scale of 0-10? (see diagram on page 4)


	
	
	

	How many days have you used your steroid ointment this week? (please write number of times between 0-7)
	
	
	

	Have you had any side effects from the treatment, or any other health problems?

Please specify:
	
	
	


	
	Week 11:

dd/mm/yy

_ _/_ _/ _ _


	Week 12:

dd/mm/yy

_ _/_ _/ _ _


	Week 13:

dd/mm/yy

_ _/_ _/ _ _

(only use this column if necessary)

	How much soreness has your vulval erosive lichen planus caused today on a scale of 0-10? (see diagram on page 4)


	
	
	

	How many days have you used your steroid ointment this week? (please write number of times between 0-7)
	
	
	

	Have you had any side effects from the treatment, or any other health problems?

Please specify:
	
	
	


	
	Week 14:

dd/mm/yy

_ _/_ _/ _ _

(only use this column if necessary)
	Week 15:

dd/mm/yy

_ _/_ _/ _ _

(only use this column if necessary)
	Week 16:

dd/mm/yy

_ _/_ _/ _ _

(only use this column if necessary)

	How much soreness has your vulval erosive lichen planus caused today on a scale of 0-10? (see diagram on page 4)


	
	
	

	How many days have you used your steroid ointment this week? (please write number of times between 0-7)
	
	
	

	Have you had any side effects from the treatment, or any other health problems?

Please specify:
	
	
	


If you would like to add any comments, please do so here:
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Please now record any additional treatments you have received for your vulval erosive lichen planus (e.g tablets, creams etc).

	Prescription type / name of medicine
	Dose / number of items (if applicable)

	
	

	
	

	
	

	
	

	
	

	
	


No soreness





The worst soreness you can imagine





0
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