
Complementary Therapies in Medicine (2008) 16, 359—362

avai lab le at www.sc iencedi rec t .com

journa l homepage: www.e lsev ierhea l th .com/ journa ls /c t im

ABSTRACTS

Developing Research Strategies in Complementary
and Alternative Medicine

H. MacPhersona,∗, K. Thomasb, B. Armstrongc, B. de Valoisd,
C. Reltone, B. Mullinger f, A. Whiteg, A. Flowerh, V. Scheid i

a Department of Health Sciences, University of York, Heslington, York YO10 5DD, UK
b University of Leeds, Leeds, UK
c Get Well UK, London, UK
d Lynda Jackson Macmillan Centre, Mount Vernon Hospital, Middlesex, UK
e University of Sheffield, Sheffield, UK
f European School of Osteopathy, Maidstone, Kent, UK
g
 Peninsular Medical School, Exeter, UK
h University of Southampton, Southampton, UK

c
m
m
s
o
e
p
N
t
e
a
fi

o
T
h

i University of Westminster, London, UK
Available online 16 September 2008

Introduction

This paper describes the annual conference, this year held
in York on 24 April 2008, which brings together researchers
from around the UK and beyond who have an interest
in the development of strategies for research in com-
plementary and alternative medicine. This year’s event
was held in York, and was attended by sixty academics,
students and practitioners in the field. As in the preced-
ing events in Northampton and Southampton, the plan
for the day was that it be developmental for both the
presenters and the audience. Therefore the papers pre-
sented were all at a stage where there was scope for
audience input, for rethinking the future direction of
projects and for developing creative solutions to some unre-
solved issues. Overall this created a supportive environment

where speculation, innovation and creativity could flour-
ish.

The keynote presentation was given by Professor Kate
Thomas, and she set out her twenty years of experience
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onducting research into complementary and alternative
edicine (CAM). She has been at the forefront in docu-
enting the levels of utilisation of CAM since her early

tudy of CAM utilisation in the late 1980s. She has built
n this with several other studies which together provide
vidence of substantial use of CAM, which has largely been
aid for out-of-pocket, rather than provided for within the
ational Health Service. Her research interest has extended
o conducting pragmatic randomised controlled trials and
xploring the policy implications of CAM being more widely
vailable within the NHS, where the evidence for use justi-
es it.

What followed at the conference was a series of seven
ral presentations, each one tackling a different challenge.
he therapies covered included acupuncture, Chinese
erbal medicine, chiropractic, osteopathy and homeopathy.
wo presentations involved studies with multiple presenting
onditions, while others had a focus on specific condi-
ions, including secondary lymphoedema, infantile colic,
ndometriosis, and menopausal hot flushes. Methodolo-

ies discussed were wide-ranging, including randomised
ontrolled studies, cohort studies, and cost-effectiveness
tudies, as well as the last paper which opened up discussion
f the broader dimensions of the research culture within
hich we conduct our research.

mailto:hm18@york.ac.uk
dx.doi.org/10.1016/j.ctim.2008.08.001
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wo decades of CAM Research: a summary of the keynote
resentation

ate Thomas

Taking the long view of research in CAMs, two things strike
e; firstly, the tenacity of a small research community and

heir refusal to give up on the difficult, and often dishearten-
ng, task of obtaining funding to build this area of research;
nd secondly the proof of the success of this doggedness that
s demonstrated in this conference.

I have worked in CAM research since the late 1980s,
nd over this time my research has covered three main
reas; utilisation and access to CAMs, NHS service provi-
ion, and effectiveness studies that aim to inform NHS policy.
arly research into utilisation was aimed at providing much
eeded basic facts about who was using CAM therapies,
or what reasons, and how this care was accessed. Much
f this knowledge is taken for granted now, but robust,
opulation-based data is hard to obtain. It was important
o demonstrate that the media portrayal of the CAM user
s middle aged, middle class, female, ‘worried well’ was
ar from accurate. In fact we were able to demonstrate
hat CAM was used by all age groups, both genders, and
ll socio-economic groups, and used for clearly described
ealth problems. The biggest barrier to use appeared to
e economic, with 90% of visits to practitioners being paid
or out-of-pocket and just 10% accessed via the NHS. In
998, we estimated that 22 million visits were made to CAM
ractitioners of the five main therapies (acupuncture, chiro-
ractic, homeopathy, medical herbalism and osteopathy). In
he same year the NHS estimated that 14 million visits were
ade to A&E departments in England. This single statistic

as awakened many people to the fact that CAM use is a
ubstantial element of health care behaviour and provision.
hile this research was being conducted, the political mood

eemed to change. Thatcher’s government took the view
hat patient freedom of choice was to be encouraged and
rged the CAM professions to ‘‘get their house in order’’
egarding regulation, and the BMA position moved from open
ontempt towards one of cautious acceptance. This was
artly due to the GPs who knew their patients used and CAM,
nd sometimes offered it themselves.

In this more positive climate, it was possible to obtain
olicy research funding to explore provision in the NHS.
e found many examples of pioneering GP services that
ere often championed by individual GPs, and sometimes

nvolved local fundraising to keep them going. Such services
ften emerged when unrestricted funding opportunities
rose, such as health promotion clinics and GP fundholding
avings. Then, as today, such services were vulnerable and
e witnessed many innovative services come and go before

hey could really prove themselves. Many people still quote
ur research finding that almost half the GP practices in
ngland provided access to CAMs (via independent practi-
ioners, GP provision and NHS referrals). What this figure
ides is the fact that provision is very thinly spread, and

ometimes amounts to no more than a once-in-a-year refer-
al to a homeopathic hospital. GPs told us that they wanted
hese services to expand options for patients, and to ease
heir own workload. They also told us that they needed
vidence of effectiveness to allow them to continue to sup-
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ort services which they believed their patients benefited
rom.

The rise of evidence-based commissioning made the
eed for evidence of CAM effectiveness urgent. The CAM
ommunity rose to this challenge very willingly, but was
ampered by a lack of research experience and resources.
ome learned to regret participating in research, particu-
arly when they felt that their practice was not being given
fair test. In turn, the academic community was challenged
y the requirement to design studies that reflected best
veryday practice, while being robust and rigorous. The
hallenge of designing studies that assess the value of CAM
s practised, taking into account both patient and NHS per-
pectives, continues today.

As we produce more evidence, the protests against CAM
herapies seem to get louder. This suggests to me that we
eed to double our efforts at producing the kind of evidence
hat (i) focuses on patient groups that are recognised by
olicy makers as NHS priorities, (ii) remains true to the
ntegrity of the interventions as they are practised, (iii)
mploys outcome measures that are relevant to patients,
nd (iv) assesses the relative cost-effectiveness of such
nterventions. Recent attempts to discredit the emerging
vidence base for CAMs may turn out to be a positive sign
fter all; as Ghandi is reputed to have said ‘‘First they
gnore you, then they laugh at you, then they fight you,
hen you win.’’

orthern Ireland complementary therapy pilot: March
7—March 08

oo Armstrong, Donal McDade

Background: The Health Minister of Northern Ireland sup-
orted the funding of a pilot study to evaluate the provision
f integrated complementary therapies in primary care. The
ervice was provided in two cities in Northern Ireland and
anaged by Get Well UK, which specialises in integrating

omplementary therapies into the NHS.
Methods: Acupuncture and homeopathy were offered for

ental health problems (depression, stress, anxiety), with
he option of a complementary therapy alongside—–massage,
romatherapy or reflexology. Acupuncture, chiropractic and
steopathy were offered to patients with musculoskele-
al problems. Sometimes GPs wanted to refer to massage
nstead and so the pathway was adapted partway through
o accommodate this. All patients completed Measure Your-
elf Medical Outcome Profile (MYMOP) forms and data was
ollected from the referring GP or prescribing nurse, as
ell as the complementary therapy practitioner after com-
letion of treatment. Focus groups were conducted and
final survey of participants conducted in February 2008

y Donal McDade and colleagues from Social and Market
esearch.

Results: In the pilot, 700 patients were treated for either
ental health or musculoskeletal problems. Many patients

ad both problems and often more as well. The level of
llness and prescription medication was very high. The com-

leted service evaluation will be available later in 2008.

Discussion: There are many points for discussion raised
rom the project, such as: What have we learnt from
mposing service standards and imposing a service on an
xisting clinical team? What was it like for complementary
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therapists to be recruited to the team? What are the
challenges for a complementary therapist working in the
NHS? Has the service had an impact on the whole health
care system? What about health outcomes? Should capacity
building happen before introducing a new service in primary
care?

When the world is your oyster: taking a risk—–acupuncture
in the management of secondary lymphoedema

B. de Valois, T. Young, E.J. Maher

Background: The Medical Research Council (2000) advo-
cates early stage exploratory research when designing
studies examining complex interventions. As society devel-
ops ‘‘new’’ diseases, how do we develop and investigate
treatments when no evidence base exists?

This presentation explores challenges and opportunities
of conducting exploratory research into using acupuncture
and moxibustion (acu/moxa) to promote well-being and
improve quality of life in breast, head and neck cancer
patients with secondary lymphoedema (SLE). There is lit-
tle evidence supporting conventional treatments of SLE, and
less for using acupuncture in its management. Funding from
the National Institute of Health Research (NIHR) under the
RISC programme enables Research that is Innovative, Spec-
ulative and Creative. Such funding seems ideal to explore
complementary medicine, but how can researchers max-
imise the opportunity to develop treatment approaches and
gather meaningful data? How do they ensure that research
helps to improve the lives of patients suffering from a pro-
gressive, chronic, incurable condition?

Methods: This mixed methods study uses focus groups to
identify the treatment priorities of SLE patients and their
healthcare professionals. The research acupuncturist will
seek to identify acu/moxa strategies to address these prior-
ities, as well as appropriate outcome measures. The clinical
phase, followed by further focus groups, will yield quanti-
tative and qualitative data about patients’ responses and
attitudes to acupuncture treatment, and their perceptions
of its effects.

Designing the clinical phase may be the most challenging
aspect of this study. With no evidence for treating SLE-
related health issues in the canon of acupuncture, how
can we establish optimum treatment? In an environment
where much of the research agenda focuses on design
methodology for randomised controlled trials, this study
provides the opportunity to examine issues surrounding
early stage exploratory studies.

Appropriate trial design for CAM and complex interven-
tions? A preliminary study of a cohort with a nested RCT
of homeopathic treatment for hot flushes

C. Relton, J. Nicholl

Background: Standard informed consent procedures for
clinical RCTs communicate to potential participants both the

uncertainty inherent in the research question and the ran-
domness inherent in the randomised controlled trial (RCT)
design. Knowledge of these two factors (uncertainty and
randomness) can act as a barrier to participation in trials,
as well as affect the delivery of interventions within trials,
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specially complex interventions such as homeopathy and
cupuncture.

Methods: A Cohort study with a nested RCT, was con-
ucted in the Sheffield NHS during 2005—2008. Women with
ot flushes were recruited to the Cohort and monitored over
ime. This observational study’s patient data was screened
o identify women who met the trial inclusion and exclu-
ion criteria (the ‘Trial’ group). These Trial group women
ere then randomised to be offered a 5-month course of

treatment by a homeopath’ (with homeopathic remedies
rescibed as part of the treatment) or to form a control
roup. An estimate of the mean effect of offering the inter-
ention was evaluated.

Results: 132 women with hot flushes were recruited to
he Cohort. At 11 months there were 70 women remain-
ng in the Cohort, of whom 48 women met the eligibility
riteria for the ‘Trial’ group. 24 women were randomised
o the offer of the intervention, of whom, 17 accepted and
eceived the treatment, and the other 24 formed the control
roup.

Conclusions: The Cohort design with a nested RCT
an enhance trial recruitment, as well as collect ongoing
nformation on ‘treatment as usual’; thereby enhancing
he external validity of the RCT. The Cohort RCT design
inimises the amount of ‘uncertainty’ and ‘randomness’

ommunicated to potential trial participants by replicating
where possible), the types of information and consents
iven and sought in routine healthcare, thus reducing
isappointment/expectation bias.

roposed protocol for investigating the effect of cranial
steopathy for the relief of infantile colic: a controlled,
andomised, multicentre trial

renda Mullinger, Clive Hayden

Background: Infantile colic is common although consen-
us on its aetiology, development and optimal treatment
s lacking. Repetitive, inconsolable colicky crying distresses
nfants and parents alike, so many turn to cranial osteopathy
or help. As evidence is limited, a prospective, pragmatic,
ouble-blind multi-centre study is proposed to determine
he effect of cranial osteopathic manipulation of infantile
olic.

Methods: Healthy full-term infants aged <12 weeks,
rought for osteopathic treatment of irritability, uncon-
rolled crying and poor sleeping will be assessed for colic
published definition) and randomised to treatment or no
reatment. Parents will remain blind to allocation. Treated
roup: weekly osteopathic manipulative therapy (½ h) for 4
eeks according to clinical findings; untreated group: no
hysical intervention but ideally equal time to be spent
ith all participants/parents. Active treatment offered to
ll at the end of the study. Starting 3 days before treat-
ent (baseline characteristics), parents will complete a
aily diary to record: time spent sleeping, crying incon-
olably, being held/rocked and will record any unexpected
hanges (behavioural or pathological) in their infant dur-

ng the study. Sample size: sufficient to detect a significant
p < 0.05) mean change from baseline in daily crying time of
t least 50%.

Discussion: Many discussion points can be raised. Is a
ouble-blind trial appropriate? Can it be achieved ethically?
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f not feasible—–what are the options? How to ensure
ll parents are given equal support but remain blind to
reatment allocation? Would measuring ‘quality of life’
or the parents be relevant as an outcome measure? A
ositive study outcome will be an important step towards
vidence-based practice by cranial osteopaths. If benefits
re not demonstrated, such treatment (and attendant
xpense) will not be justifiable.

cupuncture cost savings—–lost in red tape

ina Johnson, Adrian White, Ruth Livingstone

Background: Offering acupuncture in primary care may
educe referral rates to secondary care and the costs of pre-
criptions. The aim of this study was to test the feasibility
f surveying national data on these topics.

Methods: All practices within three selected PCTs were
ent an email asking whether any member of the primary
are team offered acupuncture. Data on referral rates to
rthopaedic, physiotherapy, pain and rheumatology clinics,
nd prescriptions were then sought for the acupuncture
ractices and for the PCT as a whole.

Results: Out of the 109 practices surveyed, a total of 14
13%) offered acupuncture services to some extent. There
as wide variation in provision. The eight practices which
ffered at least one appointment per week for every 2000
egistered patients were selected for the analysis. Mean val-
es (and SDs) for the PCTs and for the eight acupuncture
ractices respectively were as follows, for referral to vari-
us clinics: orthopaedic 32.3 (16.2) and 27.4 (10.87); pain
.6 (1.3) and 2.8 (1.6); physiotherapy 13.4 (14.5) and 29.5
10.0); and rheumatology 4.7 (2.3) and 6.4 (3.0). The mean
alues for costs of non-opioid analgesics were £1820 (£442)
nd £2008 (£762); and for NSAIDs were £4148 (£269) and
4476 (£1366), respectively. There were no trends towards
eduction of clinic referral or prescription costs. Consid-
rable difficulties were encountered in obtaining accurate
ata.

Conclusions: We have uncovered a wide variation in the
vailability of acupuncture in different areas. We have been
nable to demonstrate any consistent differences in the pre-
cribing or referral rates of such practices; a very large
urvey would be needed to identify it, but the practicali-
ies of access to data and the problems with data accuracy
ould preclude this.

A full report of this study has been published and can
e accessed on line: Johnson G, White A, Livingstone R.
o general practices which provide an acupuncture service
ave low referral rates and prescription costs? A pilot
urvey. Acupunct Med 2008;26(3):(in press).

feasibility study exploring the role of Chinese herbal
edicine in the treatment of endometriosis

ndrew Flower, George Lewith, Paul Little

Background: Endometriosis is a common and disabling

ynaecological condition affecting an estimated 10% of
omen of childbearing age that is poorly treated by conven-

ional medicine. Historical reports and clinical trials from
hina suggest CHM may be a useful treatment option for
ndometriosis.
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Methods: A pragmatic, double blinded RCT feasibility
tudy using individualised formulae of decocted Chinese
erbs was designed to treat 40 women with endometrio-
is and to produce data to inform a power calculation
or a larger, more definitive study. MHRA, Ethics, and NHS
&D approval was granted in October 2006. The study has
hree arms.: active (Group A), placebo (Group B) or wait-
ng list control (Group C). This enables an estimation of the
pecific (A—B) and the non-specific (B—C) effects of CHM
ntervention. Participants receive an individuated herbal
rescription that is randomised at a distant herbal dispen-
ary using a computer generated block randomisation code.
ctive herbs or a therapeutically inert herbal/vegetable
lacebo are pre-cooked and dispensed as a herbal liquid
n identical sachets. Outcomes are weekly VAS pain scores,
onthly MYMOP questionnaires and an endometriosis spe-

ific quality of life measure-the EHP-30.
Discussion: The trial will be completed in September

008.The trial methodology is believed to be the first time
hat individualised decoctions have been used in a double
lind RCT. This approach might offer a way of rigorously
esting ‘real world’ clinical practice of CHM. Already many
essons have been learned relating to protocol develop-
ent, MHRA/Ethics approval, developing a herbal placebo,

ecruitment, patient management, and the effects of an
xperimental design on the therapeutic relationship.

rom hierarchies to process in Chinese medicine research
olker Scheid

Background: Evidence-based health care (EBHC) is widely
erceived as providing objective assessment of therapeutic
nterventions. The implication is that EBHC is free from sub-
ective biases arising from culturally specific methodologies.
n fact, it can be shown that EBHC is rooted in specifically
estern intellectual traditions. The hierarchies of evidence

nd desirable action underpinning this view are almost oppo-
ite to those advocated by Chinese medicine (CM). Similar to
roponents of EBHC, CM physicians established ‘‘gold stan-
ards’’ by which medical practice was to be guided, were
ocussed on evidence, and could become intolerant of those
ot sharing their ideas. Currently, advocates of EBHC and
M tend to see these differences as culturally incommensu-
able, leading to rejection of EBHC by CM proponents, or to
estruction of individualised CM by EBHC standardisations.

Discussion: Utilising cultural theory, I argue that rather
han seeing the incompatibilities between EBHC and CM as
xpressions of essential cultural difference, it is advanta-
eous to examine what produces this difference. This helps
s to see that while EBHC and CM share methods for man-
ging knowledge and making health care decisions, they
rient towards different types of preferred social organi-
ation: individualist egalitarian culture in CM, and a tightly
rganised integrated social system EBHC. These orientations
re reflected in distinctive processes by which knowledge is
rocessed and made available for medical practice. Turning
ncompatible hierarchies into comparable processes allows

s to see research not as un-biased evaluation but as knowl-
dge construction that can proceed in different directions.
his can assist researchers in becoming self-reflective about
esearch processes, opening new avenues for how CM clinical
esearch is conducted.


