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3. Abstract
Lecture Title Pain after breast cancer surgery

Clinical trials are the cornerstone of evidence-based medicine. This talk will introduce the evaluation
of complex interventions, discussing the challenges of undertaking rigorous, well-designed clinical
trials of non-pharmacological interventions. Julie will describe study design challenges, referring to
the Medical Research Council (MRC) framework for the development and evaluation of complex
interventions. What makes an intervention complex? How can we improve the design and delivery of
large-scale randomised controlled trials when testing complex interventions? The phases of
development, feasibility/piloting and evaluation will be presented.

This talk will refer to a recent example of a multicentre clinical trial undertaken in the UK National
Health Service (NHS) testing ‘complex’ interventions (investigating physical activity/structured
exercise with behavioural support) for people at risk of chronic pain after surgery. Women with newly
diagnosed breast cancer screened as being at higher risk of developing shoulder dysfunction and
chronic postoperative pain were randomised to receive a structured exercise programme, supported
by physiotherapists (with manual manipulation for management of axillary cording) compared to
usual care (UK PROSPER Trial). A total of 392 women were randomised from 17 NHS cancer units
were randomised and followed-up for one year. This talk will introduce methodological principles,
including explicit and transparent reporting of the exercise intervention (e.g. SPIRIT, TIDIER and
CERT guidelines). It will also present key results from the PROSPER trial, findings for pain, function
and quality of life outcomes after 12 months.
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