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Introduction
The Complementary Therapies Clinical Studies Development Group (CTCSDG) was established in 2004 under the Chairmanship of Dr Susie Wilkinson. The Group is now chaired by Mr Andy Ritchie, who was appointed from within the Group in 2007. The Group currently has representatives from the following areas:

· Complementary therapy users

· Complementary therapists

· Oncologists

· Statisticians

The Group underwent its first Progress Review in October 2007. A list of the Group’s strengths and the issues which the Group need to address can be found in Appendix I.
The remit of the Group is in line with the other Clinical Studies (Development) Groups. The primary aim is to develop a portfolio of high-quality national studies. The full group is concerned with developing strategy for the Group and identifying priorities for research. The subgroups are tasked with developing and supporting the development of research proposals.
Membership and structure
A number of members have rotated off the Group and been replaced. Dr Su Mason, Mrs Christine Gratus (CLG), Dr Alison Jones, Dr  Tony Leathem, Professor Edzard Ernst, Professor Deborah Sharp, Professor Kate Thomas, Professor Leslie Walker, Professor Mike Saks have all left the Group whilst Dr Janine Leach and Ms Andrea Harris have joined, since the last annual report. We have also welcomed two new consumer members Mrs Victoria Nnatuanya, and Miss Carmen Sobande. At the end of July the Group’s current Research Development Co-coordinator Dr Lesley Storey left. She will be replaced in late August by Ms Julie Flynn who is currently a Senior Research Development Officer with Breakthrough Breast Cancer. 

The Group has 4 subgroups;
· Symptom management chair (Dr D Storey)
· Self management chair (Professor G Lewith)
· Tumour progression chair (Dr D Fisher
· Design and Statistical chair (was Dr L Storey)
Portfolio and accrual

The Group has benefited from the opening up of the UKCRN portfolio to a wider range of funding bodies. However, there is still no opportunity to include small local studies, which may provide pilot data for later phase 3 research, in the portfolio.

Members of the Group have been successful in winning funds for 4 sizeable studies in the last year, primarily investigating acupuncture.

A list of the studies in the portfolio can be found below.
Table 1: Complementary Therapies CSDG Portfolio

	Acronym
	Title
	PI(s)
	Status



	ACU.FATIGUE
	The effectiveness of acupuncture and self-acupuncture in managing cancer-related fatigue in breast cancer patients: a pragmatic randomised trial
	Professor Alexander Molassiotis
	Open

	CAM and cancer
	Male cancer patients’ views on and use of complementary and alternative medicine (CAM): a qualitative study
	
	Closed

	Complementary and alternative therapies and cancer
	A study of the use of complimentary and alternative therapies among people undergoing cancer treatment
	Professor  Jessica Corner
	Closed

	DietCompLyf
	The role of diet, complementary treatment and lifestyle in breast cancer survival
	Dr Tony Leathem
	Open

	PERI
	A randomised, controlled study of the psychoneuroimmunological effects of relaxation therapy and guided imagery, alone and in combination, in colorectal cancer
	Professor Leslie Walker
	Closed

	Reflexology Study
	RCT of the effects of reflexology on QOL (including mood, adjustment, function coping & patient satisfaction) and host defences in early breast cancer
	Professor Leslie Walker
	Closed

	Spiritual beliefs study
	Study to explore the associations between spiritual beliefs and psychological status in patients with life threatening illnesses
	Dr Louise Jones
	Open


522 patients were recruited to complementary therapies studies in 2007-08. All were into non-RCTs. 
Trials in development

The priority areas for research identified by the Group are currently being revised. The Progress Review identified a need for a clear and transparent process to prioritise studies for development. An application for funding for a Project Officer to carry out this work was submitted unsuccessfully in spring 2008. The Group is currently working with the Research Council for Complementary Medicine to find other ways to action this project. Each subgroup have agreed a strategy and has a number of projects in development.
Tumour progression subgroup

This subgroup will seek opportunities to develop research relating to the potential of complementary therapies to influence cancer progression. This includes direct effects of tumour progression (including time to event, progression free survival and overall survival), or indirect effects (for instance by potentiating the beneficial effects of other cancer treatments, reducing dose requirements, reducing the number or severity of adverse effects or improving quality of life). The strategy includes, and will be informed by, necessary background work such as literature reviews and patient surveys. It will also be informed by expert knowledge including contacts with other CSGs and their subgroups. In addition we will assess and comment on proposals sent to us from outside the CT CSDG.
Projects in development include:

· Sabal serrulata in homeopathic dilution for prostate cancer: rodent model-

This is a reproduction of published work conducted by Dr John Ives of the Samueli Institute and Dr Hakima Amri of George Washington University. They have agreed to collaborate and have provided their protocol. Dr Alan Cooper at Portsmouth University has agreed to conduct the study in his laboratory. The protocol is currently being costed and prepared to be submitted for funding.

· CAM and Palliative Care in Brain Tumour patients-

A link with the Palliative Care Subgroup of the Brain Tumour CSG has been established. 3 projects are under development:

· A survey of the use of CAM by brain tumour patients. An initial questionnaire study will define the use of all complementary therapies in brain tumour patients, which has not previously been specifically studied. Patients will be approached at specific times in their management pathway. The long term aim would be to consider an information giving intervention or a specific therapy intervention to assess benefit in this group of patients.

· A study of Boswellia in radiotherapy will look at the possible use of herb boswellia in the reduction of dexamethasone requirements during radiotherapy.

· A CAM intervention for fatigue study will look at the possibility of adapting the mindfulness based cognitive therapy intervention for metastatic breast cancer being developed by the Self management subgroup is under consideration.

· A project for the use of whole body hyperthermia as a potentiator of chemotherapy is under development.  A literature study has been conducted and links established with colleagues in Europe and the USA. The most promising model seems to be whole body hyperthermia as a potentiator of chemotherapy. Dr Joan Bull at the University of Texas has a clinical protocol for whole body hyperthermia in pancreatic cancer, they are promising case reports but no randomized trials. Collaboration with University Hospital oncologists is being explored.
Symptom Management Subgroup

Since the formation of this subgroup, the focus has been the use of acupuncture for the relief of hot flushes in both men and women with cancer. It was decided to initially concentrate on two studies:

· A pilot randomised trial of auricular acupuncture versus Cyproterone Acetate for vasomotor symptoms associated with androgen deprivation therapy for prostate cancer- This study arose following audit results from Ms Andrea Harris, a trained nurse and acupuncturist working in collaboration with Urologists in Middlesbrough.  In the hospital setting, an auricular acupuncture service is offered to men suffering hot flushes secondary to long term androgen deprivation therapy for prostate cancer. Audit results show a significant improvement in symptoms and the next step is to compare to usual pharmacological management (cyproterone acetate). As a result of fruitful collaboration between this subgroup, members of the Prostate Cancer CSG and the multidisciplinary clinical research team in Middlesbrough, a randomised pilot study has been developed and recently submitted for funding.

· A randomised study to investigate the acceptability of acupuncture or gabapentin for the relief of vasomotor symptoms in patients with breast cancer. This study was submitted to Breakthrough Breast Cancer by Dr Jackie Filshie last year but was turned down for funding. Currently the design is being revised and will be submitted to another funding body in the near future.
In addition to hot flushes, it is anticipated that the subgroup will develop protocols relating to other symptoms including nausea, insomnia, pain and fatigue.
Self management Subgroup.

Self management is difficult to define but we are currently working with the same general definitions and those used by the CeCo collaborative and intend to discuss this further. Self management encompasses; 

· Personalised living: living life as an individual chooses i.e. accessing support or not; being proactive or not. Care needs to be taken to ensure that value judgments are not associated with the term self-management.

· Essentially self-management is about choosing how to manage the illness situation.

· Self-management is a multi-dimensional concept including continuation of treatment related and daily living activities; and illness specific and generic factors.

· Self-management is about optimal living with the illness and treatment effects.

· Self-management is dynamic not static.

· Self-management is about self and others/networks and opportunities that these present (some people may have wider and richer networks affording more opportunities than others).

· The outcome of self-management is to promote health and wellbeing

Projects in development include:

· A programme of work has involved a variety of proposals to teach mindfulness and related mind body techniques to cancer patients so that they might better manage their own symptoms.

· A qualitative study of mindfulness in terminal breast cancer was in the final stages of drafting. This will be based at Southampton but has involved developing a national group including the oncologists and mindfulness practitioners at Bangor University.

· A further protocol is in development to reduce anxiety and distress utilizing mindfulness techniques among those who have prostate cancer and are in the watchful waiting category.

· The University of Bournemouth are interested in developing a study to explore the meaning of ‘wellness’ in cancer patients and Professor Nicky Robinson has completed some preliminary pilot work using Autogenic training (AT) in the treatment of insomnia.

There have also been some discussions on trials in:

· Hypnotherapy

· Flavonoids

· Health kinesiology

· Herbal remedies

· Survey of homeopathy in breast Cancer 
· Evaluation of audio CD for chemotherapy-induced nausea and vomiting

· Use of massage in isolated leukaemia patients

· Acupuncture for management of sleep disturbance

These discussions are at various stages of progression.
In the past year, since the Group’s restructuring and Progress Review considerable progress has been made in terms of embedding good working practices and building momentum of project development. These achievements are not necessarily ones which can be quantified for the annual report but nevertheless form a solid basis for ongoing progress and development.
Meetings

The Group has not held any national meetings.
Collaborations

The Group has had fruitful collaborations at subgroup level with the Prostate Clinical Studies Group. The Gynaecological Cancer Clinical Studies Group has expressed an interest in future collaboration. The Research Development Coordinator is a member of the Psychosocial Oncology CSDG.
A constructive collaboration with the complex symptoms and self-management strands of the CECO collaborative is in its early stages.

3 year strategy
The primary strategy for the Group will involve developing and funding a number of robust research studies.
Priorities for next year
The Group’s priorities for next year are to:

· Establish a portfolio of studies.

· Establish and maintain a momentum of submissions to funding bodies with the aim of each subgroup submitting one study per funding year.

· Support methodological capacity building for complementary therapy research through liaison with the Kings Fund/Foundation for Integrated Health and CeCo.

· Hold a meeting with the Palliative Care, Psychosocial Oncology and Primary Care CS(D)G’s (to be organized by the Palliative Care Clinical Studies Group)
Mr Andy Ritchie, Chair

Appendix 1 
    

Key strengths and issues from the Progress Review, October 2007

The key strengths of the Group identified at the review are:

· Broad membership with varied academic specialists and practitioners with expertise and interest in a number of complementary therapies

· The recent restructuring which has reenergised, redirected and motivated the Group

· Good ways of interacting with researchers out with the Group and with other CS(D)Gs

· Improving year on year accrual

· The Portfolio Coordinator

The Panel identified the following issues which the Complementary Therapies CS(D)G needs to consider:

· Focusing more and identifying clear priorities

· Establishing a process for determining which studies will be prioritised

· Considering the balance of time that the portfolio coordinator spends with colleagues within the group and researchers outside it

· Each subgroup developing a strategic plan with outcomes and timelines 

· Developing a strategy with outcomes and timelines  for the whole Group

· Reviewing the decision to look at the effect of complementary therapies on tumour progression

· Buddying the Tumour Progression Subgroup with individuals from the CRUK drug development team

· The Symptom Control Subgroup working closely with the Palliative Care CSG

· Define more closely the work of the Self Management Subgroup

· Taking more advantage of PBSC’s feasibility grant scheme

· A rationale for interacting with specific CS(D)Gs and specific complementary therapy practitioners

· Updating the Group’s flier

The Panel agreed that the NCRN/I needed to:

· Raise the barriers to funding perceived by the Group with relevant individuals within their institutions

· Review the membership of funding committees to see if the current membership puts the CTCSDG at a disadvantage

· Reconsider the trials weighting matrix to ensure that it does not negatively impact on the CTCSDG

· Monitor the Group on a yearly basis.

It was agreed that the Group would be next monitored in October 2008
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