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This is a well designed trial addressing a neglected area which causes significant distress and has
major adverse implications for wellbeing in midlife women. It is particularly timely because of
women's recent concerns relating to hormone replacement therapy.

Methodologically it is sound and impressive in including both psychological and physiological
assessments. It will provide high quality evidence about the effectiveness of two forms of delivery of
cognitive behaviour therapy against usual care for women with hot flushes/night sweats

My points are only those where the protocol could have been further developed: I would have liked
to have seen a little more on the interview process and analysis in terms of women's experience of
the interventions particularly if there is dropout.

There could have been some consideration of health economics including any implications for time off
from employment although it may be that samples are too small to address this. Night sweats
certainly have implications for fatigue and hot flushes can be highly stressful for some women in the
work environment.

The only other query I have concerns the criterion for inclusion; 4 weeks of hot flushes/night sweats
seems quite brief but it may be that an argument for early intervention so that beliefs and responses
do not become entrenched could easily be made.

The protocol is fluent, clear and well written.
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Authors Response to Decision Letter for (BMJ Open.2010.000047)

A randomised controlled trial of cognitive behaviour therapy for women with problematic menopausal hot
flushes: Trial protocol.

Thank you for the opportunity to revise our manuscript. Please find our responses to the reviewer comments below:

Reviewer comment:
1. I would have liked to have seen a little more on the interview process and analysis in terms of women's experience
of the interventions particularly if there is dropout.

The following has been added under the heading ‘Treatment Evaluation’ (page 19):

“This includes their perceptions of any symptom, cognitive or behavioural changes occurring during treatment or in the
follow-up period, as well as their thoughts on the group sessions/self-help booklet and how well CBT treatment fits
with their lifestyle. The interviews will be conducted, transcribed and analysed by an independent researcher using
Interpretative Phenomenological Analysis (IPA).”

Reviewer comment:
2. There could have been some consideration of health economics including any implications for time off from
employment although it may be that samples are too small to address this.

We have included questions relevant to health economics, such as use of services, medication and major changes to
lifestyle, which includes other health problems, stresses and changes in employment (page 13).

Reviewer comment:

3. The only other query I have concerns the criterion for inclusion; 4 weeks of hot flushes/night sweats seems quite
brief but it may be that an argument for early intervention so that beliefs and responses do not become entrenched
could easily be made.

Findings from previous work (Hunter & Liao, 1995) suggest women who seek help for menopausal symptoms have
often experienced hot flushes and/or night sweats for approximately 5 years. However, we wanted to include women
across the menopausal transition and therefore decided to include those who had experienced symptoms for at least 1
month but who were experiencing at least 10 hot flushes and/or night sweats a week. This would ensure women who
had just begun to experience symptoms but who found them quite problematic and frequent would not be excluded
from treatment.

We hope the manuscript is suitable for publication in BMJ Open.
Yours sincerely,

Dr Beverley Ayers, Dr Eleanor Mann and Professor Myra Hunter



