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Dear Dr Crawley

Study Title: Assessing the feasibility and acceptability of comparing
the Lightning Process? with specialist medical care for
Chronic Fatigue Syndrome or Myalgic Encephalopathy
(CFS/ME) - pilot Randomized Controlled Trial.

REC reference number: 10/H0206/32

Protocol number: Version 5

The Research Ethics Committee reviewed the above application at the meeting held on 08
July 2010. Thank you for attending to discuss the study.

You were invited to join the meeting and asked by the Chair to clarify the following issues:
Q1. Where are the group interviews taking place?

You replied there were no group interviews. The participant will be asked where
they want the interview to take place.

Q2. [f the interviews are done in their home how will you manage this with other
family members being around especially younger siblings?

You replied we will try to arrange it when younger children are at school.

Q3. If they choose to be interviewed at the hospital will you pay their travel
expenses?

You replied | have not really thought about it and no one has ever asked.
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Q4.

Q5.

Qé.

Q7.

Qs.

Q9.

Q10.

Q11.

Q12

Q13.

Q14.
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Does the Lightning Process involve some kind of group intervention?
You replied yes they meet with three groups.

Where will this take place?

You replied at the hospital or a hotel conference suite.

Will all the sessions be recorded?

You replied yes.

Will all the researchers and the Lightning people all have CRB checks?
You replied yes. | | o
This is not made clear in the PIS.

If at home and there are any issues or concerns how will these be dealt with?
You replied we have a home worker policy which covers this.

If there are concerns about child welfare how will this be dealt with?

You replied it will be brought to the attention of the Child Protection Officer at the
Trust.

it should be made clear in the PIS that confidentiality will be broken if
concerns are found with the child’s welfare and t will be reported to the Child
Protection Officer at the Trust.

You replied yes we can do that.

The questionnaires are quite long particularly for children with CFS/ME.

You replied we have been using these for a long time and have only had positive

feedback. \ WJ‘Y
The SF-36 questionnaire is validated for use with adults and asks some V\JO \ (’b W
inappropriate questions for teenagers such as playing golf and bowls. v\d
You replied we are using an old version as we would need to pay for the copyright \/@Wm

for version 2.

Wiil the children just not answer if they don’t know?

You replied there will be some variation of administration.

Could there be some 16-17 year olds who are married or employed?

You replied they don’t tend o come to us so they must be in some kind of education.

It states on the top of the Teenagers Consent 16 and 18 years old.
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