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Editorial

Towards an osteopathic understanding of evidence

The evidence-based medicine (EBM) culture in med-
icine today seems to have regrettably polarised the
osteopathic profession, in relation to both cranial
osteopathy'-* and practice as a whole.* ® The words “re-
search” and “‘evidence’ seem to conjure up for some
a nightmare vision of the profession being swallowed
up into a single manual therapy profession, comprising
an army of white-coated technicians robotically per-
forming set treatment protocols for specific symptom
pictures based on scientific evidence! At the other
extreme are those whose nightmare is the use of
patient-centred techniques® such as cranial osteopathy,
for which there is no plausible biological model and
an absence of scientific evidence of effect, despite
positive clinical experience and patient feedback.

Research may seem a dry, dusty and rule-based disci-
pline but its findings can investigate and support the sub-
tler aspects of holistic practice which embraces the art of
palpation, the therapeutic relationship and the mysteries
of the body’s own healing powers. Moreover, EBM is
not a straightjacket on individual practice,” scientific
evidence is only one piece of the jigsaw of information
gathered and synthesised by a practitioner while interact-
ing with a patient.

Evidence and research need not polarise the profes-
sion. Andrew Taylor Still managed to embrace both
poles. He was a true researcher of his day, always ques-
tioning traditional views, searching for the truth, keenly
observing and testing new ideas. He was also deeply
aware of the mysteries of life, the human spirit, magne-
tism and emotions. Perhaps his vision can help to lead
us to a new vision for osteopathy as a discipline of the
twenty-first century, can help us to avoid becoming
either fossilised in blind adherence to tradition or tech-
nical slaves to scientific evidence. But, the challenge
for osteopaths is how do we evolve a model of practice
that embraces the holistic aspects as well as utilising
scientific evidence?

The blueprint we need for a more holistic concept of
evidence will take time to evolve. This quest has already
been underway for two decades in complementary and
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alternative medicine (CAM); and was highlighted at a re-
cent influential UK conference on research methods and
evidence in complementary medicine.® All delegates
were invited to submit written evidence in response to
the three questions below. A Consensus Statement based
on the written evidence and the conference proceedings
are scheduled for publication in March 2008. The three
questions were the following:

1. What research methods should funders support to
generate high quality and influential evidence into
complementary practice?

2. What criteria would you suggest to guide the limited
funds of complementary research funders and why?

3. In terms of health priorities, where would invest-
ment in complementary practice research produce
the biggest health dividend? And why?

The conference provided a forum for constructive de-
bate on how to move the political agenda forward. An
issue which became a major theme at the conference
was the mismatch between the high patient (consumer)
spending on CAM and the research commissioners’
spending priorities towards reductionist science —
testing ‘magic bullet’ remedies (e.g. pharmaceuticals) in
highly selected patient groups. The need for regulation
of therapists to protect patients was emphasised, partic-
ularly given the nature of some touch based therapies
practised in isolation; although it was acknowledged
that regulation should not be allowed to dissmpower pa-
tients by removing choice. Presentations about placebo
effects and the patient experience raised some important
issues about the way in which research evidence was
used in clinical practice, and the challenges these posed
for researching therapies or healthcare systems which
were radically different from the Western biomedical
model. The issue of ‘ring-fenced’ funding or positive
discrimination for funding research into complementary
therapies was extensively debated at the conference. Of
great interest to those involved in organising research
funding in CAM is that the UK Medical Research
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Council has a ‘highlighting’ process that encourages re-
search in an area without having to create a separate
funding stream.

Do randomised controlled trials have a role in osteopathy?

Is it possible to conduct a randomised controlled trial
(RCT) in osteopathy that has real clinical meaning and
value? The classical RCT is widely considered to be the
best way to obtain an estimate of the efficacy of a specific
therapy or technique, if the trial is well designed, with
proper randomisation, appropriate controls and blind-
ing of patients and assessors. A widely acknowledged
limitation of RCTs is that the results from a highly se-
lected trial population are not necessarily applicable to
a heterogeneous clinic population.” Evidence from trials
is inevitably limited and simplistic — about as much like
the patient in front of you as an architect’s model is like
the actual building. Randomised controlled trials gener-
ally aim to compare two treatments which appear identi-
cal to the patient, so that the patient is “blinded” to the
treatment they are receiving. None of the options for
control therapies in osteopathy — such as no treatment,
advice only, exercise, touch or massage, and sham elec-
trotherapy — satisfies this condition. The patient is never
adequately blinded to their treatment in osteopathy (or
in any manual therapy or any medical procedure in
which the patient can observe and feel the treatment
given). If researchers cannot define the ‘active ingredient’
in treatment, as is the case in both acupuncture and oste-
opathy, this poses a problem when deciding on active
and control treatments.'™'" We can conduct compara-
tive RCTs to compare two therapies, but explanatory tri-
als which investigate specific efficacy will be weakened by
the current absence of a convincing and acceptable sham
(or placebo) ‘treatment’. There has been some work that
has recently emerged in this area with respect to osteo-
pathic manipulative treatment but there is much still to
do."?

To add to our problems, osteopathy as practiced is
never a single ‘magic bullet’, it is a complex and inte-
grated intervention comprising touch, advice and deliv-
ery of a number of manual techniques selected by the
practitioner in consultation with each specific patient.
Not only is our treatment complex, but the patients we
serve are complex too. The most frequent presenting
condition in osteopathic practice, non-specific low back
pain, is for the most part, diagnosed from patient re-
ported pain and tenderness rather than objective tests.
Progress and outcome are measured subjectively too,
by the patient’s report of pain, disability, and more re-
cently, using psychological outcomes.'> Symptoms are
often self-limiting, yet are also recurrent rather than
stable and chronic. Back pain, like many musculoskeletal

complaints, is a multifaceted biopsychosocial phenome-
non that may require a multifaceted research approach.

The physiotherapy profession has over the past de-
cade conducted many RCTs but there is growing unecase
with studies which may be methodologically excellent
but may not adequately reflect practice'® and also un-
ease with the way researchers or journal editors report
or interpret their results. For example, one trial by phys-
iotherapists which concluded that routine physiotherapy
was no more effective than one session of assessment
and advice,'” was headlined by the media as “physio-
therapy no better than a chat”. More recently, a trial
published in The Lancet concluded that “patients with
acute low back pain receiving recommended first-line
care do not recover more quickly with the addition of
diclofenac or spinal manipulative therapy”.'® This con-
clusion is potentially misleading. The trial did not com-
pare manipulation, diclofenac or placebo with a group
that only received first-line care (advice and paraceta-
mol); therefore, the authors could not know whether
patients receiving additional treatment had different re-
covery rates to those patients who only received first-
line care. Perhaps the more correct interpretation of
the data is that none of the active treatments performed
better than placebo.

The standard RCT design does have a place in osteop-
athy, as it can be used to compare the efficacy of one
technique with that of another. The benefits of such
designs are mainly internal to the profession, to help us
refine our treatment protocols. We urgently need to
answer the bigger question as to whether osteopathy as
practiced, in the context of all this complexity, is
clinically effective and cost-effective. We need this infor-
mation in order to promote osteopathy in the market
place.” The bigger question implies use of a pragmatic
RCT design, based on a growing understanding of the
complexity of the setting, the intervention and the out-
comes from mixed methods research.'” "

In a pragmatic randomised trial," ! one health
service model is compared to another, to assess effective-
ness of a package of care rather than specific efficacy of
one ingredient of the care. For example, patients are
randomised to receive either ‘best’ standard GP care
only or GP care plus referral for six sessions with an
osteopath. The BEAM trial and the ROMANS trial
are examples of pragmatic trials.”>?* The results of
such trials are useful to clinicians and to purchasers of
healthcare services. Pragmatic trials reflect the real world
and the cost-effectiveness of including this type of service
in a care package can be evaluated.”*** Both the BEAM
and ROMANS trials showed that osteopathy was a cost-
effective addition to back pain services. Another study in
Plymouth NHS Trust?® showed substantial savings for
GPs: a service offered treatment for patients who were
not making progress and who would have been referred
elsewhere; only 3% were referred to secondary care. Yet
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despite the accumulating evidence on cost-effectiveness,
UK health service commissioners are purchasing very
few osteopathy services. Perhaps this is because trials
which investigate effectiveness rather than efficacy are
often excluded from systematic reviews; which can im-
pact strongly on the conclusions.” However, acupunc-
ture has ‘ticked all the boxes’ with positive results in
large trials of eﬂicacy,27 effectiveness, cost-effectiveness,
safety, and understanding biological mechanisms —
and is still not being purchased by health authorities.
The number of NHS contracts for complementary
services has been reduced as government pressure to
balance NHS budgets has tightened. It appears that
commissioners see complementary therapies as a luxury
that can be trimmed, rather than a solid and dependable
way of getting people back to work.> While research
shows that patients view some complementary therapies
as a “treat” rather than “treatment”,?® it also shows
patients view osteopathy as conventional rather than
complementary! The views of the general public on
osteopathy are also reflected by their willingness to pay
for services from their own pocket.

Pragmatic trials provide robust cost-effectiveness
data and are politically important for osteopathy. Yet
pragmatic trials will never convince the sceptics. In
a trial that compares usual care with the addition of
a service such as osteopathy, a sceptic will ask — what
had the effect? Was it the osteopathic techniques or
the advice? Or was it the therapeutic relationship and
a heightened placebo effect?’® The placebo response
needs to be distinguished from other non-specific effects
and regression to the mean. Would a course of massage
or counselling have performed just as well or been
cheaper? And therapies such as massage can be accom-
modated into orthodox services without challenging
medical concepts of health and discase! One delegate
at the UK research conference chose to phrase this
key question — would you get the same result with at-
tention and touch only and “without all the gobbledy-
gook”? Pragmatic trials can be made more specific by
methods such as cluster randomisation and a long base-
line measurement phase to improve internal validity.?

Changing attitudes

Attitudes towards complementary therapy may be so
ingrained that even optimal trials of osteopathy will be
seen as flawed by its sceptics. Or perhaps only a positive
personal experience is likely to convince a sceptic of the
benefits.

The philosophical basis of evidence-based medicine
has been questioned. Goldenberg called it a male posi-
tivist standpoint, the metaphor of the weight of evidence
giving the proponent the authority of the moral
high ground.’’ The EBM discourse appears not to

acknowledge the subjective elements of interpreting re-
search findings. Results are often open to interpretation,
as in the diclofenac example above. Research philoso-
phy in the western world grew from the Newtonian con-
cept of an objective reality, an irrefutable truth, before
incorporating statistical uncertainties and probabilities.
Twentieth century philosophies including phenomenol-
ogy and quantum physics, have shown the inescapable
entanglement of the observer and the observed, the ob-
jective and the subjective.’*® This post-modernist un-
derstanding of truth as a fluid and negotiable entity
has yet to permeate the understanding of evidence in
medical science.

Why is science needed to prove the glaringly obvious?
For example, patients are very impressed if a friend or
relative improves or is cured of long-standing symp-
toms, such as chronic pain. Intuitively, they know that
such an improvement was very unlikely to occur by
chance just after having treatment, and so they make
a causal link. But the evidence-based model regards
these observations as weak or anecdotal evidence.

Do patients and chronic conditions hold the key to
winning the hearts and minds of funders, maybe even
of sceptics? In order to help in chronic benign condi-
tions such as arthritis and obesity, we need to enable
and empower a patient-centred approach, including
a patient-centred taxonomy. Patient involvement in
research is being promoted strongly by funders and gov-
ernment.** The osteopathic profession could certainly
do more to involve patients in research and training.
In chronic disease states there is often a stable baseline
of symptoms. The natural history is of a worsening of
the condition, and spontaneous remission is rare. Obser-
vational studies and case studies® can provide addi-
tional valuable evidence.

Conclusions

Debate about scientific evidence within osteopathy is
tending to polarise the views of the profession. The in-
spiration of AT Still, who combined research and holis-
tic practice, may help the profession to utilise the
passion generated by the debate to move forward to
an ‘osteopathic’ concept of evidence. The EBM model
already embraces the patient and the practitioner as
well as scientific evidence. However, current concepts
of scientific evidence may be limited, especially when ap-
plied to a complex practice such as osteopathy. To dem-
onstrate the efficacy of osteopathy we need a more
refined understanding of scientific evidence — an under-
standing that gives some weight to clinical observation,
case studies and patients’ views. We need a more refined
approach to the design of pragmatic clinical trials that
allow for context effects and measures specific efficacy.
And we could benefit from involving our patients in
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research to a much greater extent, not only as subjects
but also as researchers.
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