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Acupuncture in physiotherapy:
a contemporary UK perspective

Vivienne C Dascanio

INTRODUCTION

The current debate in the USA over pro-
fessional ‘ownership’ of acupuncture, as
detailed in the linked paper by Zhou
et al' and reflected by the recent position
paper from the American Academy
of Medical Acupuncture (http:/www.
medicalacupuncture.org/ForPhysicians/
AbouttheAAMA/AAMAPositionStatement),
is in stark contrast to the diverse, multi-
disciplinary approach that is flourishing
in the UK. Dispelling the myths of
physiotherapy (physical therapy) led acu-
puncture is a task that is long overdue.
Perhaps the argument “why physiothera-
pists should not deliver acupuncture”
should be reframed “why not phy-
siotherapists (or other healthcare profes-
sionals who are not physicians)?”.
Chartered physiotherapists are placed at
the forefront of modern healthcare, with
>55 000 currently practising in the UK.?
As professionally regulated and autono-
mous healthcare professionals, there is
huge opportunity for physiotherapists to
deliver acupuncture as part of mainstream
healthcare for patient benefit.

ACUPUNCTURE IN PHYSIOTHERAPY
Western medical acupuncture (WMA)
practice by physiotherapists and other
healthcare professionals in the UK and
internationally has substantially increased
in the last decade. The Acupuncture
Association of Chartered Physiotherapists
(AACP) was established in 1984 and
membership is currently >6500,® double
that of any other UK acupuncture organ-
isation. Physiotherapists also contribute
to the membership of the British Medical
Acupuncture Society. Collectively, phy-
siotherapists are the largest professional
group of acupuncture providers in the
UK and are arguably leading the way in
bringing acupuncture into mainstream
healthcare.

Physiotherapists have typically com-
pleted 3-4-year professional degrees,

including extensive training in anatomy,
physiology, pathology, and diagnostics.
This provides an excellent foundation for
learning acupuncture at an advanced
level. Physiotherapy wuses a holistic
approach to patient care, which comple-
ments theories underpinning acupunc-
ture. Most UK physiotherapists choose to
study/practise  WMA. Some complete
masters degrees in acupuncture and a
small proportion choose to study dry
needling (DN) only.

As one example, AACP education/train-
ing of physiotherapists in WMA is pro-
vided at an advanced (masters degree)
level. Courses are mapped against an edu-
cational framework of 300 h (in line with
WHO recommendations) and include
extensive assessment. AACP training
includes evidence-based WMA (including
a component of DN or trigger point acu-
puncture) blended with some Traditional
Chinese Medicine (TCM) theories and
ideologies, providing a comprehensive
education and a high standard of train-
ing.* The rationale behind teaching/prac-
tice of WMA is in part due to the
statutory  requirement for regulated
health professionals to use evidence-
based practice. Furthermore, the rigorous
evidence base from Europe is predomin-
antly based on WMA and not TCM diag-
nostic theories.

SPECIALISM

Autonomous practice within the UK
allows physiotherapists to develop their
scope of practice into areas in which they
are trained and competent, allowing spe-
cialism. Some choose to study DN for
use in a limited form within their prac-
tice, but are equally aware of their limita-
tions and safety. These practitioners, like
all physiotherapists, are regulated by the
Health and Care Professionals Council
and are required to remain within scope
of practice in their delivery of all techni-
ques. Using invasive techniques such as
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‘needling’ requires competence, formal training and
safety certification. Short CPD (continuing profes-
sional development) courses with no formal assess-
ment component would be questionable for any UK
practitioner; however, the principle of professional
autonomy means that it is the responsibility of the
individual to decide whether their education in DN
constitutes sufficient training to achieve competence
and extend their scope of practice. The same principle
applies when attending CPD courses to maintain com-
petence in a current area of clinical practice (http:/
www.csp.org.uk/professional-union/professionalism/
scope-of-practice/introduction).

Internationally, DN has evolved to provide a solu-
tion in countries where traditional acupuncture (TA)
is not permitted for scientific reasons or where there
is restriction on acupuncture provision; for example,
in Italy, only medical doctors are legally permitted to
deliver acupuncture.® Society and healthcare will
always adapt, often for financially driven reasons. As
professionals we either adapt, or lose out to others
who are willing to do so. Historically, physiotherapists
have seen other professions learning/embracing their
skills (eg, professional masseurs, sports and exercise
therapists) and this is true across many professions.
It is important to embrace change and professional
collaboration for the benefit of patients.

The National Institute for Health and Care
Excellence (NICE) estimated the cost of implementing
acupuncture for low back pain in the UK National
Health Service (NHS) to be £24 366 000 (~€33 200
000, ~US$37 600 000)—a seemingly impossible spend
for a cash-strapped NHS.® However, through utilisation
of physiotherapists already in NHS posts, acupuncture
is currently being provided across the country at a frac-
tion of the cost. Patients benefit from the combination
of physiotherapy treatment with evidence-based WMA,
effectively receiving two interventions ‘for the price of
one’.” Respecting professional boundaries is important,
but patient care needs to remain the priority.

TRADITIONAL ACUPUNCTURE
A protectionist argument by traditional acupuncturists
is the allegation that WMA or DN may not represent
acupuncture in its ‘true form’, but in no other area of
medicine would it be acceptable/justifiable to use
2000-year-old theories on patients. Historical aspects
help us respect the foundation/roots of TA, but
whether they should inform current clinical practice is
highly debatable. If acupuncture is to become an
accepted treatment modality in modern medicine,
those delivering it have a responsibility to use
evidence-based medicine and current biomedical/sci-
entific knowledge to inform their practice.
Physiotherapists are well placed to lead the way in the
delivery of evidence-based WMA.

The word acupuncture simply means “the practice
of inserting fine needles into specific parts of the

Editorial

body for therapeutic reason”,® therefore all forms of
needling described in the article by Zhou et al' are
technically acupuncture. There is negligible scientific
evidence to suggest one method of acupuncture deliv-
ery is more effective than another, and research
should focus on demonstrating efficacy/effectiveness,
not which style to use. Regarding TA (ie, TCM or
Japanese, Korean or Five Element acupuncture) there
are many schools claiming their traditional theory is
most effective, but no evidence to substantiate such
claims. UK colleges providing TA training use differ-
ent acupuncture styles without agreement on which is
most effective, which is mirrored internationally.
Research has shown it is needling per se that stimu-
lates physiological responses within the body, not the
philosophy behind it. Style of acupuncture and practi-
tioner experience have been shown to have no influ-
ence on outcome in chronic pain trials.’

THE EVIDENCE

Placing an acupuncture needle into the body, regard-
less of the underlying principle, stimulates the central
and peripheral nervous systems, eliciting release of
serotonin, melatonin, and endorphins—the body’s
natural pain-relieving chemicals.'® Acupuncture also
influences connective tissue'' and induces analgesia
by deactivation of the limbic system (demonstrated by
functional MRI studies) and releasing endogenous
opioids.'* More recently, electroacupuncture has been
shown to modulate systemic inflammation by vagal
activation." Such physiological responses are likely to
occur regardless of therapist, training or diagnostic
principle. Research has also shown that acupuncture is
synergistic with conventional therapies,'* which is
highly relevant for physiotherapists as they already
combine various interventions. If integration of treat-
ments reduces cost and enhances effects for patients,
this should be embraced.

THE FUTURE

Rigorous, evidence-based training is imperative to
ensure safe delivery of acupuncture, and all providers
should be regulated and follow strict codes of conduct
to ensure patient safety. Acupuncture in the hands of
chartered physiotherapists and other regulated health-
care practitioners is very safe.!> Collaboration across
professional groups will help normalise acupuncture to
make it more acceptable within society, rather than
simply complementary/alternative. UK patients often
report receiving a limited number of acupuncture ses-
sions from their NHS physiotherapist before seeking
further treatment by an independent physiotherapist or
traditional acupuncturist. Collaboration aids patient
care by allowing referral between practitioners, which
is important in the current climate of commissioning
so that patients receive the best possible care. Patient
choice is also an important and topical consideration.
If we are practising healthcare for the benefit of

Dascanio VC. Acupunct Med 2015;33:442-444. doi:10.1136/acupmed-2015-010977
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Editorial

patients, our priority should be to ensure safe and
appropriate treatment in an inclusive healthcare
system, not to debate how their treatment is delivered
and by whom.

CONCLUSION

In response to the ongoing debate outlined by Zhou
et al,' I would question why traditional acupuncturists
are limiting themselves to ancient philosophies, when
these principles were developed at a time when there
was no possibility to prove or disprove their theory.
With advances in modern medicine and technology,
we can better demonstrate the effects of acupuncture
and are learning more and more about how our
amazing bodies work. As caring healthcare profes-
sionals we have a responsibility to update our prac-
tices constantly for the safety and benefit of our
patients. Theories and ideologies are just principles to
be explored until fact is demonstrated. Traditional
treatments may be effective, but not necessarily for
the reasons that underlie their principles. The past is
for us to learn from, to lead the way into a new
future, but not to restrict our present.

Twitter Follow Vivienne Dascanio at @VCDascanio
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TRIAL PROTOCOL

A pragmatic pilot factorial randomized
controlled trial of acupuncture versus manual
therapy for low back pain nested within an
observational cohort study

V. C. Dascanio
Department of Health Sciences, University of York, York, UK

Abstract

The objective of this research was to investigate conducting a cohort study with a nested factorial
randomized controlled trial (RCT) of acupuncture and manual therapy for the treatment of
patients with low back pain (LBP). The study design took the form of a pragmatic pilot factorial
RCT embedded within an observational cohort study. The participants in the cohort study were
recruited via a general practice database, and consent documentation and baseline questionnaires
were completed. On completion of their questionnaires at 3 months, eligible participants (i.c.
those with a Roland—Morris Disability Questionnaire score of >4) were randomized to one of
the four trial arms. Those assigned to the three treatment groups received their allocated
intervention (i.e. acupuncture, manual therapy, or combined acupuncture and manual therapy)
weekly for 10 weeks. Those randomized to usual cate were not advised of their allocation, and
understood that they were continuing in the cohort. Follow-up occurred at 6 months. Now that
this trial has been completed, the protocol is being published for educational purposes, and to
disseminate the information more widely. Some sections of the protocol have been updated to
reflect current research. No attrition occurred after randomization, which demonstrates that this
is an excellent method of recruiting participants to an RCT. This design was useful for evaluating
multifaceted treatments for LBP, which is a complex condition that can involve episodes of
remission and relapse. The study design allowed for ongoing monitoring, and also the recruit-
ment of participants later in the cohort who had initially been ineligible for the trial. Combining
and comparing complex interventions in trials is effective. The amalgamation of treatment
interventions could result in more cost-effective provision in clinical practice. Regression
discontinuity statistical analysis can be used with this design. It is recommended this approach is
adopted in larger treatment trials for musculoskeletal conditions.

Keywords: acupuncture, low back pain, manual therapy, physiotherapy, randomized controlled

trial.
Introduction cant economic and social burden on societies
Background (Menezes Costa e al. 2009). It is estimated to

have a lifetime prevalence of 60-80% in Western
industrialized countries (Maniadakis & Gray
2000). The then National Institute for Health

Low back pain (LBP) is a major health and
epidemiological problem that imposes a signifi-

Correspondence:  Vivienne C. Dascanio, Department and Clinical Excellence (NICE, now the
of Health Sciences, University of York, York National Institute for Health and Care Excel-
YO10 5DD, UK (e-mail: vef500@york.ac.uk). lence) reported that nearly everyone in the UK
© 2015 Acupuncture Association of Chartered Physiotherapists 19
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will be affected by LBP at some point in his or
her lifetime (NICE 2009).

Current economic data are limited, but the
cost of LBP to the UK National Health Service
(NHS) alone was estimated at /1.1 billion, with
80% of this total attributed to chronic conditions
(Critchley ez al. 2007). This represents an expo-
nential rise from the estimated cost of
£1632 million in 2000 (Maniadakis & Gray
2000). Low back pain has been reported to be
the second most common reason for members
of the working population consulting a general
practitioner (GP) (McCormick ez al. 1995).
Howevert, it has been estimated that only around
20% of LBP sufferers consult with their GP
(Papageorgiou & Rigby 1991), which suggests
that the problem is vastly underreported, and
that its impact could actually be far greater than
it is currently understood to be.

Fifteen years ago, the cost of LBP to the UK
economy was estimated to be £12.3 million and
was predicted to rise (Maniadakis & Gray
2000). Thetre is an apparent lack of current
economic costing data regarding the burden of
LBP on society. More recently, a report by
the Chartered Society of Physiotherapy (CSP
2007a, b) provided some guidance regarding
the economic impact of this condition, stating
that 5 million working days are lost each year
because of LBP, and up to half a million
people receive a long-term state incapacity
benefit as a result of it.

Although it is considered to be a benign
condition, many individuals with LBP experi-
ence great personal suffering, and the problem
is magnified by the number of those individuals
whose problem becomes chronic in nature.
Milczarek (2009) reported that approximately
62% of sufferers still live with their LBP after
12 months, and 33% have a recurrence that
causes their absence from work. Although
many treatments are available for the treatment
of LBP, a satisfactory resolution to the
problem has yet to be discovered for this
very costly problem (Milczarek 2009). Both
research into and treatment of this condition
require a more comprehensive approach in
order to find a more satisfactory and cost-
effective solution.

20

Among other interventions, the most recent
UK guidelines for the treatment of LBP (NICE
2009) recommend:

® 3 course of eight group exercise sessions over
a period of up to 12 weeks;

® 2 course of nine manual therapy sessions over
a petiod of up to 12 weeks; and

® 2 course of 10 acupuncture sessions over a
period of up to 12 weeks.

Further explanations of manual therapy and
acupuncture are provided below in the section
entitled “What are the planned trial interven-
tions?” (pp. 26-27).

Furthermore, the NICE guidelines also sug-
gest that, if one intervention does not resolve the
LBP, the individual should be offered an alterna-
tive from the list of recommendations. There-
fore, a patient may receive two or more of these
interventions independently and at great cost.
No guidance is provided as to which form of
treatment to offer first or second, and no con-
sideration is given to combining the delivery of
the interventions.

The additional cost to the nation of the NHS
introducing acupunctute for the treatment of
LBP was calculated to be £24 366 000 (NICE
2009). This is the amount required to cover the
implementation of new setvices and staffing
across the publically funded healthcare system.
Currently, the NICE (2009) guidelines do not
recognize the potential benefit of either combin-
ing the delivery of manual therapy with acupunc-
ture, or the provision of acupuncture by
physiotherapists who are already established and
paid for in post within the NHS. Considering
these options could potentially lead to huge
savings, and allow the delivery of acupuncture at
a minimal increase in costs.

There may also be a currently unknown poten-
tial mutual additive treatment effect as a result of
combining delivery, and if so, this would be in
addition to the cost reduction brought about by
patients receiving the interventions at the same
time. Approximately 6550 physiotherapists
working in the NHS and the private sector are
registered with the Acupuncture Association of
Chartered Physiotherapists (AACP), and are
qualified to practise acupuncture alongside other

© 2015 Acupuncture Association of Chartered Physiotherapists
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interventions, such as manual therapy and exer-
cise. A combined approach to the treatment of
LBP involving acupuncture and manual therapy
could be effortlessly adopted by these physio-
therapists. Only the provision of acupuncture
needles and a short amount of additional time in
a treatment session would be required in order to
allow them to provide the dual treatments. This
could prove to be a more cost-effective method
of delivery than separate treatment sessions.

Literature review

A scoping review of the Cochrane Library,
Embase and MEDLINE did not identify any
randomized controlled trials (RCTSs) investigat-
ing the additive or combined effect of providing
manual therapy and acupuncture interventions
simultaneously for the treatment of LBP.

Leibing ez /. (2002) used physiotherapy as a
control intervention when comparing acupunc-
ture with sham acupuncture. They concluded
that acupuncture combined with physiotherapy
was significantly supetior to physiotherapy alone;
however, they did not have a comparative
acupuncture-only arm. They also found no sig-
nificant difference between the acupuncture and
the sham acupuncture groups, and concluded
that the effects of acupuncture might be non-
specific or a placebo effect (Leibing e al. 2002).

It has proved difficult for research designs to
control for the placebo effect in RCTs of com-
plex interventions (e.g. acupuncture or manual
therapy). However, comparing complex inter-
ventions to each other using multiple arms or a
factorial type design may provide a solution to
this problem. A recent evidence report by Furlan
et al. (2010) recommended making head-to-head
comparisons of treatment studies and RCT's
comparing new therapies with widely used active
treatments, which would allow more comprehen-
sive conclusions to be made about appropriate
therapies for LBP.

In a cost-effectiveness analysis of acupuncture
treatment for LBP, Ratcliffe ez a/. (2006) con-
cluded that it provided a modest health benefit,
and argued that delivering the service would
incur only minor additional costs for the NHS
(£4241 per quality-adjusted life year gained).
However, they assessed this cost as an adjunct to

© 2015 Acupuncture Association of Chartered Physiotherapists

V. C. Dascanio

usual GP care, and did not consider the possi-
bility of combining acupuncture with currently
delivered NHS active treatments, which could
potentially lead to further cost savings.

Murphy & Longbottom (2007) reported that
combining physiotherapy and acupuncture inter-
ventions was beneficial for LBP; however, since
this was a case study, there was no control group,
and the conclusions were based on the clinical
reasoning skills of the clinician alone. Therefore,
the results have very low statistical power, and
the study has low internal and external validity.
Howevert, it does cleatly indicate that thete is a
need for further investigation in the form of an
RCT of whether a combined acupuncture and
physiotherapy intervention does, in fact, have
any additive or long-term benefits.

The results of previous research into the use
of acupuncture in the treatment of LBP have
been contradictory, and many trials have been of
poor methodological quality. However, a num-
ber of RCTs that have been assessed as employ-
ing a high-quality methodology (according to the
Cochrane Collaboration Back Review Group
quality assessment for RCTs) have reported that
acupuncture can significantly reduce pain inten-
sity in patients with LBP (Leibing ez a/ 2002;
Molsberger e al. 2002; Brinkhaus ez al. 20006;
Thomas ez al. 20006).

Additionally, a Cochrane review by Furlan 7 al.
(2005) concluded that acupuncture was more
effective for pain relief than no treatment or
sham acupuncture for the treatment of chronic
LBP at 3-month follow-up. While acupuncture
was not found to be more effective than conven-
tional therapies, adding it to these other forms of
treatment was shown to reduce pain and improve
function more effectively than conventional
therapies alone. Further high-quality research
into acupuncture and comparative therapies, and
a cost-effectiveness analysis of acupuncture intet-
ventions wetre recommended by these authors.

Many trials have been conducted since the
development of the present protocol, and as a
result of improvements in trial design, recent
findings have been more favourable. Three sys-
tematic reviews were published in 2013, and all
recommended acupuncture for LBP (Kim ez a/.
2013; Lee et al. 2013; Xu et al. 2013). Addition-
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ally, in 2012, a cost—utility and cost—benefit
analysis of acupuncture demonstrated that it was
cost-effective in the treatment of LBP, headache
and osteoarthritis (Kim ez a/ 2012).

Spinal manipulation and mobilization are
forms of manual therapy, and it has been sug-
gested that these should be employed in addition
to pain relief in order to increase active move-
ment and function in people with LBP. In a
comparison of treatments for LBP, Giles &
Muller (2003) concluded that spinal manipu-
lation was supetior to acupuncture or medication
in terms of reducing pain, and improving active
movement and activity levels. The UK BEAM
trial (UK BEAM Trial Team 2004) reported that
manipulation was superior to exercise and stan-
dard care for LBP.

In a systematic review of mobilization and
manipulation (i.e. manual therapy) for LBP,
Bronfort ¢z al. (2004) concluded that these forms
of treatment could be recommended with confi-
dence. However, they also noted that there had
been few high-quality RCTs, and that those that
had been conducted were all limited by short-
term follow-up periods. The authors highlighted
the need for more comprehensive RCTs with
longer-term  follow-ups and cost-effectiveness
analysis of the care (Bronfort ez a/. 2004). A more
recent systematic review by Kuczynski e/ al.
(2012) fulfilled these requirements, and these
authors recommended manipulation for LBP.
They reported that it improved clinical out-
comes, and also described statistically significant
findings with regard to reductions in medication
usage, healthcare utilization and absence from
work for the manipulation groups (Kuczynski
et al. 2012).

Nesting a randomized controlled trial
within a cohort study

Combining manual therapy and acupuncture
interventions in order to assess whether there are
any additive effects as a result of performing the
two treatments in tandem could provide a more
comprehensive solution to the treatment of LBP.
It is possible that this may enhance each of the
individual treatment effects, and thus, make these
modalities more effective in combination than in
isolation.
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The coupling of the two interventions could
also prove to be cost-effective if these can be
petformed within the same treatment session,
regardless of whether this is delivered within the
NHS or private sector, and also if these are
deemed to enhance each other’s effect. Further-
more, this could potentially reduce recovery time
and absence from work for those with LBP,
thereby reducing the burden of LBP upon
society.

There is a real need for an RCT to investigate
the combined effects of manual therapy and
acupuncture in the treatment of LBP. It is
important that the study is of high methodo-
logical quality, provides long-term follow-up
investigating lasting benefits, and also reviews
the effectiveness and cost-effectiveness of the
interventions.

Despite its many advantages, the nested RCT
is used infrequently, and prior to a study by the
present author and her collaborators (Dascanio
et al. 2014), it had never been employed to
investigate LBP. The present trial protocol is
reported in otrder to provide information on
designing trials, and also to recommend the use
of nested RCTs in future research. Improving
the quality of trial design for studies of complex
interventions and compound conditions involv-
ing physiotherapy, acupuncture and other treat-
ment modalities is essential to the profession.
Poor design and the attrition of participants
from trials could be detrimentally affecting the
trend of results in many studies, leading to false
impressions of treatment effects. Potentially, this
could result in incorrect conclusions being
drawn, and in the current culture of evidence-
based medicine informing commissioning and
funding, services may be being commissioned or
withdrawn on the basis of inaccurate infor-
mation. The exemplary design of RCTs has
never been more critical to the future careers of
healthcare professionals.

Attrition in trials is generally pootly reported,
but an average of approximately 20% with a
range from 7% to 67% has been purported
(Dumville ez a/. 2006). If not evenly distributed, a
level of attrition of this magnitude can lead to
post-randomization selection bias, may alter
the direction of the treatment effect and could
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lead to misinterpretation of the trial results
(Totgerson & Torgerson 2008).

Attrition has been shown to be greatest within
the first follow-up petiod of a trial. In a study of
McKenzie physiotherapy for LBP and neck pain,
75% (18%) of the total attrition (24%) occurred
within the first follow-up period (Klaber Moffett
et al. 20006). An attrition rate of 25% was reported
in a trial comparing manipulation and exercise
for LBP (UK BEAM Trial Team 2004), and a
trial of cognitive behavioural therapy for LBP
reported 22% attrition (Lamb ef a/ 2010). The
use of a cohort study to recruit participants for a
nested RCT could eliminate attrition during the
first petiod of a trial. This reduction in attrition
has the potential to improve the quality of the
trial and accuracy in interpreting the results.

Aims and objectives of the proposed
research
The primary objective of this research was to
conduct a pilot study to explore undertaking a
cohort-design study with a nested factorial RCT
to investigate manual therapy and acupuncture
alone and in combination versus usual care.
The secondary objectives were to:

(1) investigate recruitment rates in order to plan
a full-scale trial;

(2) determine the most effective outcome
measure for a full-scale trial;

(3) identify any compliance issues and strategies
for reducing these in a full-scale trial; and

(4) assess patient acceptance and clinician deliv-
ery of combined therapies for the treatment
of LBP.

Participants and methods

Study design

A cohort-design study with a nested pragmatic
factorial pilot trial design is proposed. Partici-
pants will be recruited to the trial from the
cohort. Because of the design methodology, only
compliant participants in the cohort are recruited
to the trial and then randomized, thus reducing
attrition. As previously discussed, attrition is
commonplace in the early phases of trials. How-
ever, with this design, the RCT is nested within
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the cohort, and participants will have completed
at least one follow-up questionnaire within the
cohort before being invited to join the RCT.
Therefore, any non-compliant individuals are
likely to drop out prior to this stage and the
subsequent randomization.

The trial will follow a factorial design and will
have four groups:

(1) treatment O — usual care;

(2) treatment A — acupuncture;

(3) treatment B — manual therapy; and

(4) treatment AB — acupuncture and manual

In at]fnufﬁ?spcgle trial, this factorial design will allow
the present author and her colleagues to analyse
the effectiveness of the two interventions at the
same time, while maintaining a comparative con-
trol arm. It will also increase the cost-effectiveness
and efficiency of the study (McAlister 2003). In
addition, it will allow the investigation of the ef-
fects of the two treatments when these are given in
isolation and compared head-to-head, and whether
their effectiveness is changed when they are pro-
vided as a combined treatment. Since this is a pilot
study, it will aim to investigate the use and func-
tioning of the factorial methodology. It will also
review the practicality of combining two therapeu-
tic approaches within a single treatment session.
The effects of treatment will be monitored and
appropriate clinical outcomes determined; this will
be in order to inform an appropriately powered
trial that will aim to investigate the effectiveness of
the treatments individually and in combination. In
a full-scale trial, the present author and her col-
leagues would want to explore the combined treat-
ment effect of acupuncture and manual therapy
using a factorial approach. This approach means
that they are assuming the additivity of the treat-
ments and are able to test for interactions,
although the power of this pilot trial is low.

What are the proposed practical
arrangements for allocating participants to
the study groups?

Recruitment. The recruitment of participants will
follow a novel cohort design. The use of this
strategy as a recruitment method for nested trials
is a relatively new approach, but Grant et al.
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(2000) suggested that the cohort design can be
employed effectively for chronic conditions. A
GP database recruitment method will be used to
identify potential participants. Those patients
aged between 18 and 65 years who have con-
sulted their GP for LBP in the preceding
18 months will be identified using database
searches. Patients will be excluded if they: have
symptoms of setious spinal or neurological
pathology; have a history of spinal surgery; are
pregnant; or have given birth within the past
12 months.

All potentially eligible patients will be sent an
information pack, which will contain a signed
GP invitation letter, a participant information
sheet, baseline questionnaires and two consent
forms. The letters will invite them to join the
study (if they are currently still experiencing their
LBP) by returning the completed forms to the
University of York, York, UK.

Patients who return a completed consent form
and the baseline questionnaires will be assessed
for eligibility. The participants will have to have a
score of four or more on the Roland—Morris
Disability Questionnaire (RMDQ 2015), and be
capable of conversing with a physiotherapist in
English. Since this is a pilot study in a non-
cthnically diverse area, only English-language
versions of the questionnaires will be available.
There are the financial constraints of a doctoral
project attached to this study, and therefore, no
provision can be made for the translators or
additional physiotherapy time that would be
requited in order to include non-English-
speaking participants. For this reason, one of the
inclusion criteria for participants is an adequate
grasp of the English language. Any future trial
will explore the possibility of ensuring that a
more diverse population are sampled. Patients
who are ineligible or who are taking part in other
research will also be excluded. An explanation
letter will be sent to patients who do not meet
the inclusion and exclusion criteria.

The identified cohort will be monitored over
an 18-month period with quarterly question-
naires. Participants will be asked at baseline
which treatments they would consider receiving
for their LBP. It will be made clear to them that
they may be invited to receive one of the listed
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treatments for their LBP during the course of the
18-month study, but because of limited funding,
not everyone in the cohort will be asked to
participate in the pilot treatment trial.

Assignment. Patients who return their consent
form and baseline questionnaires to the trial
coordinator, scote four or more on the RMDQ,
and do not fulfil any of the exclusion criteria will
be invited to take part the cohort study.

Participants in the cohort will be randomized
to one of four groups after they have: consented
to being part of the cohort study and treatment
trial; consented to receiving the trial treatments;
completed the baseline questionnaires; and com-
pleted the 3-month questionnaire. The size of
the control group will depend on the numbers
recruited to the cohort, but it will be at least as
large as the intervention groups. However, it is
anticipated that the group receiving usual care
may be larger than the treatment groups. This
will enable the present author and her colleagues
to use an unequal allocation ratio of at least 2:1,
favouring the control group in comparison to the
intervention groups if required.

Prior to randomization, participants will be
asked which treatments they would consider for
their LBP. If anyone expresses an unwillingness
to receive one of the specific treatments (i.e.
manual therapy or acupuncture), he or she will
still be included in the pilot trial, but only
analysed against usual care (i.e. such individuals
will not be included in the compatison between
the randomized intervention groups). Partici-
pants who are unwilling to receive all interven-
tions will not be selected for randomization to
the pilot trial, but they will remain in the obser-
vational cohort study.

Allocation method. An independent data manager
will undertake the random allocation. Once a
group of patients have been recruited to the
study, they will be randomized to either the
intervention or control groups (Fig. 1). Both the
participants and their GPs will be advised if they
are assigned to one of the treatment groups. If
they are assigned to the control group, i.e. “usual
care”, then the participants will not be advised of
this, and they will be unaware of their allocation
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Potentially eligible patients identified.
Consent form (for cohort study only) and
baseline questionnaire sent to participants

v

Caonsent form and questionnaire returned.
Participants enter cohort

V

Consent form sent to participants in the cohort
for the treatment part of the study (the RCT)

!

| Consented to be in both cohort and RCT |

!

Follow up at 3 months

/\\

RMDQ < 4: remain in cohort } |

RMDQ > 4: enter RCT |

!

Randomized |

I
P v v N

Manual therapy

Acupuncture and Acupuncture Usual
manual therapy care
¢ v ¢

Follow-up at 6 months |

l

RMDQ score >4 at 8 months:
can then enter the RCT

Figure 1. Study design: (RCT) randomized controlled trial; and (RMDQ) Roland—Mortris Disability Questionnaire.

and continue only with the knowledge that they

are in the cohort study.

What are the planned inclusion and
exclusion criteria for all interventions?
Inclusion criteria:
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individuals aged between 18 and 65 years of
age;

individuals registered with a general practice
that is participating in the trial;

individuals who have consulted their GP with
mechanical or simple LBP in the preceding
18 months;

individuals who have been suffering from
LBP for between 6 weeks and 18 months;
individuals with referred pain in the leg will
be included in the study (if there was no
indication of any serious neurological con-

ditions when they were assessed by their GP);

® individuals with pain that is present on assess-

ment and is persistent in nature (i.e. pain
occurring at least once a day for 80% of the
days in the history of their recent painful
episode);

® individuals who agree to avoid physical treat-

ments other than the study interventions for
the 10-12-week period of the pilot study
(active treatment participants only); and

® individuals with a score of four or more on

the RMDQ at baseline (UK BEAM Trial
Team 2004).

Exclusion critetia:

® individuals with clinical indications of serious

spinal or neurological pathology, as assessed
by their GP;
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® individuals with a history of spinal surgery
(since this may alter the clinical outcome);

® pregnant women or those who have given
birth in the past 12 weeks (since this may alter
the clinical outcome);

® individuals who have received manual therapy
or acupuncture in the preceding 3 months
(since this may alter the clinical outcome);

® individuals with blood disorders who are
receiving anticoagulants or antiplatelets
(since this is a relative contraindication to
acupuncture);

® individuals who are immunocompromised
(since this is a relative contraindication to
acupuncture);

® individuals with a metal allergy (since this is a
relative contraindication to acupuncture);

® individuals who are unable to provide con-
sent;

® individuals who are unable to converse in
English (because of the funding limitations of
the study);

® individuals with a history of psychosis or
alcohol abuse (because of the difficulty in
assessing the outcome);

® individuals who have a needle phobia; and

® individuals with valvular heart disease or
demand pacemakers (since this is an absolute
contraindication to acupuncture).

What are the proposed methods for
preventing other sources of bias?
An intention-to-treat (ITT) principle will be
used because this is the most robust analytic
technique for preventing the introduction of bias
(Torgerson & Torgerson 2008). Randomization
will eliminate selection bias; however, there are
other forms of bias that will need to be avoided.

As a result of the cohort recruitment method,
resentful demoralization and patient preference
should be limited. This is because the partici-
pants entering a cohort will be aware that they
may be approached at a future date to take part
in a trial, but also that only a small proportion of
them may be offered treatment. Informative
explanations will be provided to the participants
(Torgerson & Russell 1996).

Attrition is one of the major threats to the
internal validity of any study. The design of this
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trial specifically reduces that threat (Relton ez a/.
2010). Using a randomized cohort design will
mean that a “run-in period” of 3 months will
occut, allowing the present author and her col-
leagues to collect their baseline data and their
first set of outcome data. Only participants who
return their 3-month questionnaires will be eligi-
ble for randomization. Because the majority of
attrition occurs at the first period of follow-up in
an RCT, it is expected that subsequent attrition,
after randomization, will be minimal. The pre-
sent author and her colleagues will also attempt
to reduce attrition through the provision of
comprehensive explanations of the study, and
regular contact with the participants in the
form of questionnaires throughout the study
(Torgerson & Torgerson 2008).

Another potential source of bias may be dilu-
tion effects (i.e. some participants randomized to
intervention fail to accept the treatment). The
present author and her colleagues anticipate that
this will be low because of the nature of their
design, which offers an element of choice in the
early phase of recruitment.

Since this is a pragmatic study, it is not
possible to blind the patticipant or the clinician.
The final outcome assessment is provided by the
patient, and therefore, the outcome measure-
ment will also not be blinded.

What are the planned trial interventions?

A collaborative group of experienced musculo-
skeletal physiotherapists will be recruited and
inducted into the trial. All physiotherapists will
have experience of manual therapy techniques,
and some will also have acupuncture training.
They will meet prior to the commencement of
the trial in order to discuss guidelines for the
expected best practice standards for manual
therapy in the treatment of LBP, acupuncture for
LBP and combining the therapies for LBP. This
meeting will include discussion of any other
physiotherapy interventions so that this may be
standardized to all participants. However, this
cannot include any acupuncture or manual
therapy techniques for the manual-therapy-only
or acupuncture-only groups, respectively. A pro-
tocol of exercises will also be agreed to enable
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the provision of exercise information sheets for
participants in the trial.

Acupuncture. Acupuncture has its origins in tradi-
tional Chinese medicine and is one of the oldest
forms of therapy available. It involves the inser-
tion of fine needles into the body, and aims to
take a holistic, i.e. whole-body, approach to
treatment. In Chinese philosophy, illness is con-
sidered to be an imbalance of energy sources in
the body, and acupuncture strives to recreate this
balance in order to achieve harmony within the
body (Marcus 2004). In Western medicine, acu-
puncture is considered to stimulate blood flow,
nerve activity and specific areas of the brain that
release pain-relieving chemicals (Bradnam 2007).

Manunal therapy. Manual therapy is a form of
treatment that involves using the hands to
deliver mobilization, massage, or manipulation of
the joints or soft tissues in the body. It can be
undertaken by specially trained professionals
like physiotherapists, osteopaths, doctors or
chiropractors (NICE 2009).

Combined acupuncture and mannal therapy. In the
preliminary discussions, an agreed format for
providing manual therapy and acupuncture
within the same session will be decided. For the
combined manual therapy and acupuncture
intervention group, it is anticipated that the
participants will receive a 50% longer treatment
session in order to allow for both interventions
to be completed.

What are the planned allocated treatment
groups?

Usunal GP care intervention group (tfreatment O). The
usual care group will consist of all participants
entering the cohort who are not randomized to
receive active treatment. They will receive usual
GP care, which will involve attention from their
GP or other health professionals as appropriate
and as would be routine, i.e. it will be the same as
if they were not involved in the cohort. It will
also involve the provision of the “back book”,
which is a self-help book for individuals with
LBP that is frequently distributed by healthcare
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professionals. These participants will not be
provided with manual therapy or acupuncture
through the course of the trial. Data will be
collected for all patients on what constitutes
“usual care”, including receiving any treatment
(i.e. acupuncture and manual therapy) indepen-
dently of the trial, during the cohort period.

Acupuncture intervention group (treatment A). Acu-
puncture treatment will take place at a local
physiotherapy clinic, and will only be delivered
by the appropriately AACP-qualified physio-
therapists who have been inducted into the
trial.

Participants allocated to this intervention will
follow a programme of 10 X 30-min acupuncture
treatment sessions, which will occur weekly
wherever possible.

Acupuncture will be provided as the physio-
therapists see appropriate. They will follow the
agreed trial guidance and their professional gov-
ernance, as required by their professional organi-
zation. Howevet, the physiotherapists will not be
permitted to provide manual therapy to this
intervention group.

All usual standards of care, protocols and
practices will continue to be observed.

Participants will also be provided with usual
GP care, including the provision of the “back
book”, as would be expected were they not
involved in a trial.

Manual  therapy intervention group (treatment B).
Manual therapy will take place at a local physio-
therapy clinic, and will only be delivered by the
physiotherapists who have been inducted into
the trial.

Participants allocated to this intervention will
follow a programme of 10 X 30-min manual
therapy treatment sessions, which will occur
weekly wherever possible.

The physiotherapists will provide the manual
therapy intervention as they see appropriate for
their participant. They will follow the guidance
of best practice established for the trial and their
professional governance, as required by their
professional organization. However, the physio-
therapists will not be permitted to provide acu-
puncture to this intervention group.
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All usual standards of care, protocols and
practices will continue to be observed.

Participants will also be provided with usual
GP care, including the provision of the “back
book”, as would be expected wete they not
involved in a trial.

Combined acupuncture and mannal therapy intervention
group (treatment AB). The combined intervention
will take place at a local physiotherapy clinic, and
will only be delivered by physiotherapists trained
in acupuncture and manual therapy who have
been inducted into the trial.

Participants allocated to this intervention will
follow a programme of 10 X 45-min treatment
sessions incorporating both manual therapy and
acupuncture. The sessions will occur weekly if
possible.

The manual therapy and acupuncture interven-
tions will be delivered in exactly the same ways
as for the manual therapy and acupuncture
groups, respectively, but within the same treat-
ment session. Treatment will be delivered as the
physiotherapists see appropriate. They will fol-
low the trial guidance provided prior to the trial
and their professional governance, as required by
their professional organization.

All usual standards of care, protocols and
practices will continue to be observed.

Participants will also be provided with usual
GP care, including the provision of the “back
book”, as would be expected were they not
involved in a trial.

What is the proposed duration of
treatment period?

Treatment will aim to be once a week for a
10-week petiod; however, a 2-week threshold
allows treatment to be completed if any delayed
or missed treatment sessions occur as a result of
sickness or unavailability. This is in line with the
NICE (2009) guidelines.

What is the proposed frequency and
duration of follow-up?

A baseline assessment will be completed. This
will be followed up by a postal questionnaire 3
months later. On completion of these question-
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naires, eligible and willing (i.e. consenting) pat-
ticipants will be randomized to one of the four
groups. Follow-up will be repeated at 6 months,
which will coincide with the completion of
therapy for the active treatment intervention
groups.

Further follow-ups will occur at 9, 12, 15 and
18 months.

What are the proposed outcome
measures?

Primary outcome measures. The primary outcome
measures will be to:

(1) investigate recruitment rates and assess any
issues with retention in order to inform a
full-scale trial; and

(2) determine the main clinical outcome

measure, i.e.:

(a) the RMDQ, a specific LBP measure; or
(b) the Modified Oswestry Disability Index

(MODI), a specific LBP measure.

Both of these clinical outcome measures are
frequently used in research, and both have been
shown to be valid and reproducible. However,
the RMDQ and MODI each have different
strengths and limitations (Longo e al.

2010). Since this is a pilot study, both will be
used in order to investigate which would be a
more favourable and informative measure to use
in a full-scale study of manual therapy and
acupuncture for the treatment of LBP. A com-
parison of the two questionnaires to assess their
reliability with respect to each other as similar
measures for LBP will be performed. Addition-
ally, the information gained from the question-
naires will be analysed with regard to usable
patient information that could inform a full-scale
trial.

Secondary ontcome measures. The secondary outcome
measures will be:

(1) a visual analogue scale, a pain-specific
measure;

(2) the 12-Item Short-Form Health Survey, a
quality of life (QoL) questionnaire;

(3) the EuroQol, a generic measure of health for
clinical and economic appraisal; and
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(4) patient use of a body chart and additional
treatment information.

How will the outcome measures be
assessed at follow-up?

The outcome measures will be assessed with
postal questionnaires. These will be completed at
baseline and 3 months later. The main analysis
will occur at 6 months, which will also coincide
with the end of therapy for the active treatment
groups. Further follow-ups will occur every
3 months after this up to 18 months (i.e. at 9, 12,
15 and 18 months). Postal questionnaires will be
used to collect outcome data.

What is the proposed sample size?

It is difficult to determine a suitable sample size
for a pilot study. However, the present author
and her colleagues will aim to recruit at least 16
participants for each intervention group. This
will exceed the recommended minimum of 12
(Julious 2005), and give the researchers 80%
power to observe a one standard deviation dif-
ference between the treatment and control
groups.

In order to allow for any attrition, and because
this is a pragmatic treatment trial, the present
author and her colleagues will attempt to recruit
between 16 and 20 participants to each arm of
the trial. Therefore, a sample size of 64—80 will
be a conservative target within the limitations of
the pilot.

What is the proposed recruitment rate?

Initially, although 10 GP surgeries will be ident-
ified, only five will be invited by letter to be
involved in the study. Interested medical centres
will return their expression of interest and prac-
tice consent forms to the chief investigator
(V.C.). An information pack, containing partici-
pant invitation letters, consent forms, a copy of
the information sheets and baseline assessment
questionnaires, will then be sent out to the
participating GP surgeries so that these can be
posted to potential participants. If enough indi-
viduals are recruited, then no further practices
will be contacted. If there is limited or slow
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recruitment, a further one to five surgeries will
be invited by letter to join the trial.

Previous trials have reported good results after
using a GP database recruitment method. A
study of yoga for LBP had a response rate of
12% (of the 8638 patients invited, 994
responded) (Cox e al. 2010), and a trial of
acupuncture for irritable bowel syndrome had a
response rate of 14% (of the 1651 patients
invited, 247 responded) (Reynolds ez a/. 2008).

It is anticipated that the recruitment of partici-
pants will take between 10 and 20 weeks.

Are there likely to be any problems with
treatment compliance?
A 90% compliance rate is anticipated.

The UK BEAM Trial reported a compliance
rate of 92% for the manipulation group (UK
BEAM Trial Team 2004). A similar compliance
rate of 91% was seen for the acupuncture group
in a comparable study (Leibing ¢ a/ 2002).
Because the participants will attend one session a
week, and the treatments will occur at the same
time in the combined treatment group, a similar
compliance rate is anticipated for this study.

What is the likely rate of loss to
follow-up?

It is anticipated that attrition will be minimized
by the cohort design and active management.
Regular contact will be made, and comprehen-
sive explanations will be given to the partici-
pants. Systematic follow-up of all participants
will occur at 3 months. Further follow-ups are
planned at 6, 9, 12, 15 and 18 months. This
process will be active, and will include pre-
notification letters, contact with GPs and
reminders for non-responders. Where possible,
data will be collected for all participants; how-
ever, if data for an individual is unavailable, it will
be coded as missing in the analysis and treated
approptiately. In a similar study, Leibing e# 4/
(2002) reported that 24% of the participants
were lost to follow-up over a 9-month period.
Furthermore, in another comparable trial, 20%
of the participants in the manipulation group
were lost to follow-up over a 12-month period
(UK BEAM Trial Team 2004). Therefore, it is
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anticipated that the rate of attrition will be
around 20%.

Details of planned analyses in the pilot

trial

The data analysis and reporting process will

follow the Consolidated Standards of Reporting

Trials guidelines for RCTs (Moher e/ al. 2001).
Each analysis will follow the I'TT principle. All

participants will be included and analysed in their

original randomized groups, regardless of

whether they completed their intended course of

treatment (Torgerson & Torgerson 2008):

® An analysis will review the recruitment rates
per practice; the rates of consent and attrition
will provide information for a full-scale study.

® The main analysis will occur 6 months after
the completion of the active treatments. An
analysis of mean scores will be performed
using a regression analysis, and by adjusting
for baseline assessment of the RMDQ and
the MODL

® [n addition, the characteristics of these two
outcome measures will be compared for reli-
ability. The RMDQ and the MODI will be
correlated against the SF-12, and also com-
pared on key indicators, such as the number
of days of work lost to sickness, visits to the
GP and levels of medication. This infor-
mation will inform the use of these outcome
measures in a full-scale study.

® Regression analysis will be used to compare
each of the three treatment groups to the
control group. The present author and her
colleagues will look for evidence of whether
combined treatment is more beneficial than
the single treatments. However, there will be
relatively low power to demonstrate any dif-
ference. Therefore, these results will be
treated with caution, and are primarily
intended to inform the design of the defini-
tive study.

Are there any planned sub-analyses?

The sub-analyses will include the following:

® A regression analysis will be used to test for
interaction. However, the results will have to
be interpreted with caution since the study
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will have a very low power to measure this
vatiable.

® Changes in QoL will be measured by analys-
ing the mean results of the SF-12 over the
specified time points. The SF-12 is a valid,
reliable and well-accepted QoL questionnaire
(Fallowfield 1996). Establishing whether a
participant’s QoL has improved following a
treatment intervention is very important to
the study; failure to enhance QoL will render
the results meaningless and irrelevant to
sufferers of LBP.

What is the proposed frequency of the
analyses?

The principal analysis will occur 6 months after
the completion of the treatment intervention.
Further analyses will occur at 9, 12, 15 and
18 months.

Governance

Prior to the commencement of the study, ethical
approval will be sought from the Research
Governance Committee of the University of
York’s Department of Health Sciences. Since
this trial will involve NHS patients, the required
NHS ethical approval, and NHS Research and
Development Forum approval will also be
sought.

Monitoring of adverse events and safety
A data and safety monitoring committee will be
formed in order to monitor the study and any
adverse effects that may occur. Data monitoring
will be handled by the trial management
committee. The University of York’s Standard
Operating Procedures (SOPs) will be used to
monitor adverse events and safety.

All centres providing acupuncture will be reg-
istered and approved by their local health author-
ity. Sharps policies, and health and safety polices
will be in place. A needle-stick injury protocol
will also be in operation and a formal SOP will
be in place.

Although acupuncture and manual therapy
are rarely reported to cause adverse effects
(MacPherson ez al. 2001; White ez a/. 2001; White
2006), if any were to occur, the individuals
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affected would be assessed and taken to an
appropriate location, i.e. an accident and emer-
gency department, a local hospital, or a GP. This
course of action would be taken as was judged to
be commensurate with the individual reaction at
the time. A report would be made to the data
and safety monitoring committee in order for
recommendations to be made. In the event of
minor reactions, such as feeling faint (which is
commonly experienced with acupuncture), the
University of York SOPs would be followed.

Informed consent

Written informed consent will be required from
all participants, and entry into the cohort will not
be permitted without it. Participation in the study
is entirely voluntary. If any participants would
like to withdraw from the cohort or their treat-
ment intetvention, then they can do so at any
time. However, they will be asked if they are still
happy to complete the appropriate question-
naires in order to allow analysis using the ITT
principle.

Informing potential participants of the
possible benefits and known risks

A clear and easily understandable participant
information sheet will be provided to all poten-
tial participants prior to their consent to partici-
pate in the study. This will clearly state that not
entering the study, withdrawal of consent or
withdrawal from the study at any time will in no
way affect their present or future quality of care,
or their legal rights. The information sheet will
aim to provide an unbiased explanation of the
nature of the cohott study, and will describe the
treatment interventions that may be offered and
any known risks.

Data protection and confidentiality
All participant documentation will be kept in line
with the Data Protection Act 1998, and paper
copies will be retained for 7years after the
completion of the study. All electronic data will
be password protected on secure computers.
All personal information will remain confiden-
tial and be anonymized.
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Dissemination of study findings

The dissemination of this pilot study will be
extensive so as to help raise awareness of the
potential for research. Although a single piece of
research may not, by itself, change practice, it can
initiate discussion, and therefore, interest in the
area. Potentially, this could attract future funding
for a full-scale trial that might aim to provide
clarity with regard to the NICE guidelines for
LBP (NICE 2009).

It is intended that the findings of the study
should be presented in a high-impact, peet-
reviewed publication. This will make these avail-
able to as many health professionals and
policymakers as possible.

The results of the study will also be submitted,
as appropriate, for presentation as either an
abstract or a poster to UK and international
conferences relevant to the fields of LBP, acu-
puncture and manual therapy.

All active contributors will be credited within
the main report.

Will the study address any economic
issues?

Information about resource use and expense will
be collected throughout the pilot study. This will
be done in order to compare the cost of imple-
menting the interventions, i.e. manual therapy
and acupuncture, in combination or separately.
Any treatment benefits will also be compared. As
previously discussed, the NICE guidelines calcu-
lated that the additional cost to the nation of
implementing acupuncture for the treatment of
LBP would be £24 366 000 (NICE 2009). How-
ever, this estimation was based on the introduc-
tion of new staff and services, rather than
utilizing services already in place. In addition to
the potential additive benefits of combining the
two treatments, this study will also aim to inform
a full-scale trial in order to allow the investigation
of any potential financial benefits of incorporat-
ing acupuncture into an already-existing physio-
therapy session within the NHS.

Discussion
For the purposes of the present publication,
some areas of this protocol have been updated to
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Potentially eligible patients identified from two GP practices
Consent form(for cohort study only) and baseline
questionnaire sent to B45 participants

| Consentio cohort study only |

| Consentto cohort study and treatment trial |

| 1 consentform returnedto the University of York |

=
| Pariicipants enter cohort ‘ | 124 consentforms returned to the University of York |

‘ 1 baseline questionnaire returnedto the University of York |

| 87 baseline guestionnaires returned to the University of York |

E—

One patientdecidednot to be
consideredfortreatmenttrial

One patient
withdrew

| Followed-up atthree months (n=2) |

‘ Followed-up atthree months (n=85} ‘

RMDC = 4:
remainin cohort
{n=26)

RMDQ = 4: eligible but

(n=2}

decidedto remainin cohort

RMDQ = 4: enter RCT
Randomised (n=57}

v

| Followed-up at six months (n=30) |

l |

RMDQ = 4: eligible forRCT (n=11) |
Randomised (n=2) |

|

‘ 28 cohorionly participants ‘

L"l:‘zl{iz‘ Acupuncture Manual Combined
(n=15) {n=14) therapy {n=12)
(n=16)
| Followed-up at six months (n=57) |
I
59 trial participants
Usual Acupundlure Manual
care {g:m) therapy Ccrﬂbmed
" — n=13)
{n=186) {n=186)

Figure 2. Consolidated Standards of Reporting Trials flow diagram: (GP) general practitioner; (RMDQ) Roland—Morris
Disability Questionnaire; and (RCT) randomized controlled trial. [Reprinted with permission from Dascanio ef /. (2014,

Fig. 1, p. 943), © 2014 Elsevier Inc. All rights reserved.]

reflect current research that is now available in
the field.

As
occurred within this trial after randomization.
This will eliminate the possibility of post-
randomization selection bias, and also provide

previously discussed, zero attrition

great confidence in the interpretation of the
results. The flow diagram presented in Fig. 2
illustrates the movement of the participants
through the study, and highlights those individ-
uals who were lost prior to randomization. If
randomization had occurred earlier within this
study, significant attrition would potentially have
ensued, influencing the results. Of the 125 par-
ticipants who consented to take part in the study,
only 87 (70%) returned their 3-month question-
naires. Thus, a drop-out rate of 30% occurred
prior to randomization. Attrition occurring prior
to randomization is an important distinction, and
a potential consideration for future trials.
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At 3 months, eligible participants were then
randomized in the RCT or continued in the
cohort study, and no further attrition occurred
after this time point. This demonstrated that the
design was an excellent methodology for recruit-
ing participants to an RCT, i.e. one that ensured
that only compliant individuals were involved.

Zero attrition should be a gold standard for
trials. It would mean greater confidence in the
outcomes of research, and allow mote accurate
interpretation of the direction of the results.
Additionally, no or minimal attrition would pro-
vide potential cost savings since fewer partici-
pants would be requited for trials, and there
would be less need to over-recruit in order to
account for attrition.

The nested cohort design was useful for evalu-
ating complex treatments for LBP, allowing the
comparison of treatments with each other and in
combination, and with usual care. Low back pain
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is also a complex condition that involves periods
of remission and relapses. This design allowed
for ongoing monitoring, and also for the recruit-
ment of participants who had initially been
ineligible for the trial later in the cohort.

The use of a factorial RCT within this study
was also an expedient choice, since it allowed for
the comparison and combination of two com-
plex interventions while a control arm was
maintained. Effectively, this means of delivery
provides results for two trials for the relative cost
of one. Additionally, any interaction between
treatments that is supetior to usual cate can be
detected with this design, which analyses the
additive or synergistic effects of a combination
of treatments, and also any counterproductive
ones. This makes it an effective methodology for
comparing complex interventions, and allows
these treatments to be delivered in a pragmatic
way.

In a cash-strapped healthcare system, the com-
bined delivery of effective interventions has the
potential to allow the NHS to make huge sav-
ings. However, NICE have yet to recognize the
expertise and extended knowledge base of
physiotherapists and other medical staff. Many
physiotherapists, doctors, dentists and specialist
nurses have the skills to deliver acupuncture.
Approximately 6550 AACP-registered physio-
therapists working in musculoskeletal medicine
in the NHS and private sectors are well placed to
incorporate acupuncture into the routine care
involving manual therapy and exetcise that they
provide for the treatment of LBP. Although the
recommendations made by NICE (2009) calcu-
lated that the cost of introducing acupuncture
for the treatment of LBP would be £24 366 000,
this could be an overestimation and a potentially
unnecessary spend since the staff and expertise
are theoretically already in place and costed to
deliver this service. Combining the delivery of
interventions and minimizing staff costs may
be one way the NHS can survive austetity
measures while still maintaining patient choice
and providing an excellent service.

It is recommended that a full-scale trial inves-
tigating acupuncture and manual therapy for
LBP should be conducted in order to further
explore the combined additive effect and cost-
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effective delivery of these treatments. It is also
recommended that the cohort design with a
nested factorial RCT should be adopted in larger
treatment trials for musculoskeletal conditions,
and used routinely to improve the standard of
methodological design within trials.

What are the new findings?

Key findings:

® This observational cohort study with a nested
factorial RCT demonstrated zero attrition
after randomization. The design followed a
novel methodology and is useful for recruit-
ing participants to an RCT.

® The design was appropriate for evaluating
treatments for LBP.

® Combining the delivery of acupuncture and
manual therapy treatment may provide cost
savings to healthcare.

What this adds to what is known:

® The design has not previously been used in
the study of LBP, and is an appropriate design
for a population suffering from such pain.

® Physiotherapists can combine acupuncture
and manual therapy; this is both achievable
and effective.

What is the implication and what
should change now?

When evaluating interventions for chronic
musculoskeletal problems, trials should consider
using a cohort design with a nested factorial
RCT. Cost-effective integration of acupuncture
funding into existing physiotherapy services
should be implemented.
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Abstract

Objective: To investigate the feasibility of conducting a cohort, factorial randomized controlled trial (RCT) in the treatment of patients
with low back pain (LBP).

Study Design and Setting: Pragmatic feasibility factorial RCT nested within an observational cohort study in two general practices in
York, United Kingdom.

Results: Eight hundred forty-five patients aged between 18 and 65 years who had consulted their general practitioner about LBP within
the preceding 12 months were mailed an invitation to participate in a cohort trial, with the possibility of later joining a treatment RCT. One
hundred twenty-four patients consented to participate in the cohort and treatment trial, and one consented only to the cohort only. Ulti-
mately, 59 patients were randomized into the nested RCT. Outcomes included recruitment, acceptability, and attrition rates as measures
of the feasibility of the design and Roland Morris Disability Questionnaire. No statistically significant differences in outcome between treat-
ment groups and usual care were found.

Conclusions: The design was feasible for the evaluation of different back pain treatments. We found zero attrition after randomization
and showed that for a remitting relapsing condition, the design allows us to recruit initially ineligible patients from the cohort. Additional
statistical analysis using regression discontinuity can also be used with this design. © 2014 Elsevier Inc. All rights reserved.

Keywords: Cohort randomized trial; Feasibility trial; Factorial trial; Low back pain; Acupuncture; Manual therapy

1. Introduction

In effectiveness research, the pragmatic randomized
controlled trial (RCT) aims to estimate the kind of treatment
differences we would expect to see in clinical practice [1].
Thus, a pragmatic trial tries to mimic “real-life”” clinical
practice as far as possible and generally eschews design
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features such as the use of placebos. However, there are po-
tential biases that might occur in pragmatic trials, such as the
effect of patient preferences on treatment outcomes |[2].
These problems have been recognized, and alternative trial
designs such as patient preference or randomized consent
designs have been proposed [2,3]. More recently, a trial
design—the ““‘cohort randomized controlled trial” (cRCT)
approach—has been proposed that may potentially reduce
some of the biases associated with unblinded trials [4]. In
a cRCT, as described by Relton et al., a group of patients
with the condition of interest are recruited and monitored
on a regular basis. After a defined period of follow-up, an
RCT is nested within the cohort study. Patients eligible for
the trial are identified from the whole cohort and randomized
to a trial arm. Those allocated to a treatment (as opposed to
say, usual care) are then offered the treatment. All cohort pa-
tients consent to provide outcome data at enrollment into the
cohort study; however, consent to receive a particular inter-
vention is sought only from those offered the intervention.
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‘What is new?

Key findings

e The randomized cohort design is a novel trial
method. In this feasibility study, a pilot trial of
treatments for low back pain were tested using
the randomized cohort trial design. The design re-
sulted in zero attrition during the randomized
follow-up; recruitment to the study design was
good; patients initially ineligible due to lack of
back pain could be recruited later when they
relapsed; because participants were selected on a
continuous variable, regression discontinuity tech-
niques can supplement standard trial analysis.

What this adds to what was known?

e Few studies have used this design, and none have
used it in back pain. This study shows that it is
feasible to use the design in a population suffering
from chronic musculoskeletal pain.

What is the implication and what should change

now?

e When evaluating novel interventions in chronic
musculoskeletal problems, trials should consider
using a cohort randomized design.

This “patient-centered”” informed consent replicates prag-
matic health care. The risk of resentful demoralization in
usual care patients is, in theory, reduced relative to a con-
ventional RCT because the patients are not told in advance
about treatments they then do not go on to receive. This in
turn may minimize attrition, one of the major threats to the
internal validity of any trial. On the other hand, the design
can only be used for chronic conditions as it is not possible
to assemble a cohort for incident conditions. Maintaining
contact with the ineligible patients from the cohort may
add information about context of the trial through a descrip-
tion of the outcomes of nontrial participants. Furthermore,
continuing to follow-up ineligible cohort members may aid
further recruitment if subsequently a change in the clinical
symptoms makes some cohort members eligible. Aside
from the introduction of this novel trial design by Relton,
there is little evidence for the utility of this design. In this
article, we report a feasibility trial using a slight variation
of this design for the evaluation of multiple treatments
for chronic back pain.

Low back pain (LBP) is a major health problem in the
United Kingdom and worldwide, estimated to have a life-
time prevalence in western industrialized countries of
60—80% [5]. A survey carried out by the Department of
Health in the United Kingdom in 1998 reported a popula-
tion incidence of LBP of 40% over 12 months [6]. It is

estimated to cost the National Health Service £1.1 billion
a year, with chronic problems accounting for 80% of this
cost [7]. The Chartered Society of Physiotherapy [8] re-
ported that five million working days are lost each year
to LBP and up to half a million people receive a long-
term state incapacity benefit because of LBP.

National Institute for Clinical Effectiveness recommends
the following physical treatments for LBP: exercise,
manual therapy, and acupuncture [9]. Acupuncture has its
history in Chinese medicine [10] and involves the insertion
of fine needles into specified regions of the body [11].
Manual therapy involves a therapist manually delivering
mobilization, massage, or manipulation of joints or soft
tissues in the body. It is undertaken by specially trained
professionals (physiotherapists, osteopaths, doctors, or chi-
ropractors [9]).

The United Kingdom back pain exercise and manipula-
tion factorial randomized trial found that spinal manipula-
tion, a form of manual therapy, was more effective than
group exercise for back pain but that a combination of both
treatments saw the largest benefit over ““best care” in general
practice [12]. Acupuncture is increasingly used by physio-
therapists and has been shown to be more effective than
usual care [13]; however, there is relatively little evidence
of its use in combination with manual therapy.

2. Design

This was a cohort, factorial, feasibility RCT. Participants
were recruited into an 18-month cohort study investigating
the quality of life and types of treatment accessed by indi-
viduals with LBP. Participants were contacted and recruited
in 2011 with participants being allocated to treatment in the
autumn of 2011 and the beginning of 2012. Follow-up was
every 3 months.

In the study, there was a two-part consent process. Par-
ticipants were identified from general practitioner (GP) re-
cords and approached initially via their GP about entering
the cohort. A letter signed by the GP, a participant informa-
tion sheet, and a consent form were sent to eligible individ-
uals inviting them to participate in the cohort study if they
were still experiencing their LBP. All consenting patients
were then sent a second information pack containing a
baseline questionnaire and a participant information sheet
explaining that there would be a future treatment trial
within the cohort study and inviting the recipient to express
an interest in taking part in the treatment trial by sending a
second consent form back to the researchers. A brief
description of the potential treatments was included in the
information pack.

Participants who consented only to the cohort study
continued to receive follow-up outcome postal question-
naires but were not entered into the randomized trial.
Participants from the cohort who consented to the treat-
ment trial were assessed for eligibility after completing
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the 3-month questionnaire. Eligibility criteria included hav-
ing a score of >4 on the Roland Morris Disability Ques-
tionnaire (RMDQ). Eligible patients were randomized
into one of four groups: usual care, acupuncture, manual
therapy, or both acupuncture and manual therapy. Random-
ization ensured that the indication for treatment was
balanced across groups. Participant preference was taken
into consideration, in that if, for example, a participant
wanted to take part but not receive acupuncture (eg,
because of a needle phobia), they were not randomized into
either the acupuncture or combined groups. Participants un-
willing or unable to receive any of the treatments continued
to be monitored in the observational cohort study and were
not included in the comparisons between the randomized
groups. Participants with a score <4 were not randomized
but continued to be members of the cohort. The hypothesis
was that the effects of resentful demoralization by the usual
care group would be reduced because although they knew
that there was a possibility of being offered an intervention,
they never knew at what point the intervention was made
available to the intervention groups, unlike in a “normal”
randomized trial. Consequently, their responses to the
outcome measures should not be influenced by the knowl-
edge that they had not been allocated a treatment.

At 6 months, all patients were sent a follow-up question-
naire. For participants who had given consent for the cohort
and RCT but had previously had an RMDQ score of <4, if
their back pain had worsened such that their RMDQ score
had increased to >4, they became eligible to enter the treat-
ment trial and were given the option to be randomized.

2.1. Participants

We approached two general practices in the York area
with a total registered patient population of 32,000. Individ-
uals aged between 18 and 65 years who had consulted their
GP in the preceding 12 months with LBP were identified
from the GP databases. An upper age limit of 65 years
was used to reduce the possibility of recruiting patients
with back pain due to osteoporotic spinal fracture. Patients
were excluded if they had symptoms of serious spinal or
neurological pathology, had a history of spinal surgery,
were pregnant or had given birth in the last 12 months, or
were known to have received either of the trial treatments
for their LBP in the previous 3 months.

2.2. Randomization

Participants eligible for the study were given an identifica-
tion number. When a group of participants were found to
be eligible for the treatment trial, their identification
numbers were sent to D.T., who randomized the participants
in a block that was equal to the size of the group. Randomi-
zation was conducted using the randomization function in
SPSS such that exactly equal numbers were allocated to
the arms within the block. The allocation was not stratified,

and the characteristics of the individual participants were
unknown to the researcher undertaking the allocation.

As this was a pragmatic trial to estimate the effective-
ness of acupuncture and manual therapy, blinding of partic-
ipants and professionals was not possible.

2.3. Interventions

All participants received usual care in addition to the
trial treatments.

2.3.1. Acupuncture

A group of experienced musculoskeletal physiothera-
pists with additional training in western acupuncture in-
corporating some traditional Chinese medicine principles
delivered the acupuncture treatment. Participants followed
a program of ten 30-minute acupuncture sessions, which
took place weekly where possible.

2.3.2. Manual therapy

Manual therapy was delivered by a group of experienced
musculoskeletal physiotherapists who performed spinal
mobilization and massage (manipulation techniques were
not used as the recruited physiotherapists did not have the
required additional training). Participants followed a pro-
gram of ten 30-minute manual therapy treatment sessions,
which took place weekly where possible.

2.3.3. Combined manual therapy and acupuncture

For the combined manual therapy and acupuncture inter-
vention group, participants received ten 45-minute weekly
(where possible) treatment sessions incorporating both
manual therapy and acupuncture from the same group of
experienced musculoskeletal physiotherapists who deliv-
ered the individual interventions as described previously.

2.4. Outcome measures

The main outcome measures of this feasibility study were
recruitment, acceptability, and attrition rates. The majority of
attrition usually occurs at the first period of follow-up in an
RCT; therefore, because of the 3-month “run-in period, it
was expected that attrition subsequent to randomization in
this trial would be minimal. The primary clinical outcome
was the RMDQ, selected because of its frequent use in
research studies of LBP. The Modified Oswestry Disability
Index Questionnaire was used as a secondary measure of
back pain. For both scales, a higher score indicates more
severe LBP. Outcomes were measured at cohort enrollment
and at 3 monthly intervals thereafter for 18 months. This
article only discusses clinical outcomes up to 6 months (ie,
3 months postrandomization for those entered into the RCT).

2.5. Sample size

No formal power calculation was conducted for this
feasibility trial. It was aimed to achieve at least 16
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participants in each trial arm to exceed the minimum rec-
ommended number of 12 [14].

2.6. Statistical analysis

Analyses were conducted using two-sided significance
at the 5% level on an intention-to-treat basis, including
all participants in the groups to which they were random-
ized. Analysis of this study was largely descriptive; howev-
er, a preliminary investigation into the effectiveness of the
two interventions was conducted. This involved estimating
the effect of (1) manual therapy alone vs. usual care; (2)
acupuncture alone vs. usual care; (3) acupuncture and
manual therapy vs. usual care; and (4) the combined inter-
vention compared with each of the single treatments, on
both the Roland Morris and Oswestry scores at 3 months
postrandomization. For each comparison, we used analysis
of covariance adjusting for the score reported immediately
before randomization (hereafter referred to as “screening
score’’) to obtain treatment estimates with 95% confidence
intervals (CIs). This trial was not powered to detect a

specific difference however, and so all analyses are
exploratory.

Continuous data are summarized as mean and standard de-
viation (SD) and categorical data as frequency (percentage).

3. Results
3.1. Recruitment and attrition

In the summer of 2011, we mailed out to 845 patients
from two GP practices who had visited their doctor for
LBP in the preceding 12 months (Fig. 1). We received
125 consent forms back; 124 patients consented to partici-
pation in both the cohort and the treatment trials, and one
individual consented only to the cohort trial. Seventy
percent (n = 88) of respondents returned the baseline ques-
tionnaire subsequently sent to them. After 3 months, during
which time one patient withdrew and one patient withdrew
consent for the treatment trial, 59 (68%) cohort participants
who had consented to being considered for the treatment
trial were eligible for participation in treatment (ie, had

Potentially eligible patients identified from two GP practices.
Consent form (for cohort study only) and baseline
questionnaire sent to 845 participants

| Consent to cohort study only |

| Consent to cohort study and treatment trial |

| 1 consent form returned to the University of York |

| Participants enter cohort |

| 124 consent forms returned to the University of York |

| 1 baseline questionnaire returned to the University of York |

| 87 baseline questionnaires returned to the University of York |

[ One patient decided not to be | 0”? patient
| considered for treatment trial | withdrew

| Followed-up at three months (n=2) |

| Followed-up at three months (n=85) |

RMDQ < 4:
remain in cohort
(n=26)

RMDQ 2 4: eligible but
decided to remain in cohort

RMDQ 2 4: enter RCT
Randomised (n=57)

| Followed-up at six months (n=30) |

RMDQ = 4: eligible for RCT (n=11) |

= l l

Léz’::' Acupuncture Manual Combined
(n=15) (n=14) therapy (n=12)
(n=16)

| Followed-up at six months (n=57) |

Randomised (n=2) |

!

| 28 cohort only participants |

59 trial participants

Usual Acupuncture Manual Combined
care (n=14) erapy n=13)
(n=16) (n=16)

Fig. 1. CONSORT flow diagram. GP, General Practitioner; RCT, randomized controlled trial; RMDQ, Roland Morris Disability Questionnaire.
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Table 1. Characteristics of cohort-only and allocated trial treatment groups

Cohort only Usual care Acupuncture Manipulation Combined
Characteristic (n = 28) (n = 16) (n=14) (n = 16) (n=13)
Age (yr), mean (standard deviation) 46.3 (9.6) 46.3 (11.3) 45.6 (11.9) 43.9 (13.7) 50.1 (9.3)
Sex, male 8(29) 5 (31) 4 (29) 9 (56) 5 (38)
Roland Morris Questionnaire (0—24, O = best) 1.8 (2.6) 11.4 (5.3) 8.8 (4.3) 8.0 (4.4) 7.0 (2.6)
Modified Oswestry Score (0—50, O = best) 11.6 (9.7) 29.5(15.4) 29.6 (12.2) 24.0(13.6) 19.2 (8.0)

an RMDQ score of >4). At this stage, two participants
chose not to take part in the randomized trial, despite being
eligible and so 57 patients were randomized. At 6 months,
11 cohort-only participants scored >4 in the RMDQ,
rendering them eligible for participation in the treatment
trial. Two chose to join the trial and so were randomized
at this point. This was the last time point at which partici-
pants could be randomized to a trial treatment. Therefore,
there were a total of 28 cohort-only participants and 59 trial
participants. No participant who had been randomized
withdrew up to the 3-month follow-up point postrandom-
ization (for attrition, 95% CI: 0.0, 6.3).

3.2. Screening

The mean (SD) age of participants at randomization was
46 (12) years (range, 19—64 years) and 61% were female.
Patients in the combined intervention group tended to be
approximately 5 years older than patients in the other trial
arms, and the manipulation group had almost double the
proportion of women than the other three groups (Table 1).

3.3. Exploratory analysis—Roland Morris Disability
Questionnaire

Two participants were unwilling to receive acupuncture
and so were randomized only to either usual care or manual
therapy. One participant was unwilling to receive manual
therapy and so was randomized only to either usual care or
acupuncture. These participants were excluded from any
comparisons between acupuncture and manual therapy
(alone or in combination). For the two patients who were

Table 2. Results of regression analysis of treatments for low back pain at 3

randomized 6 months into the cohort study, their 6-month
score has been classed as their screening score; this means
however that because this article only considered data up
to the 6-month time point, we do not have 3-month
follow-up data for these patients. Exploratory analysis of
the efficacy of the trial interventions showed that the Roland
Morris Questionnaire scores improved across all groups after
3 months (Table 2). Neither acupuncture nor manual therapy
produced a greater improvement in mean Roland Morris
score at 3 months than usual care. For the combined group,
the additional reduction in RMDQ was 2.1 points (95% CI:
—2.0, 6.3) at 3 months. The greatest effect was therefore
observed in the combined treatment group, although none
of the differences were statistically significant.

Patients in the combined intervention group experienced
on average a 1.8-point (95% CI: —1.8, 5.4; P = 0.31)
greater improvement in Roland Morris score than the
manual therapy group and a 4.3-point (95% CI: 0.8, 7.7,
P = 0.02) greater improvement than the acupuncture group
adjusting for screening score.

3.4. Exploratory analysis—Modified Oswestry
Disability Index

Both the acupuncture and the combined treatment were
seen to improve the modified Oswestry score more than
usual care, after adjusting for screening score, and as with
the Roland Morris Questionnaire, this was seen to the great-
est extent in the combined group (additional improvement
to usual care of 5.2 points [95% CI: —6.9, 17.3]) although
statistical significance was not reached (Table 2). No

months postrandomization

Additional difference

Additional
difference attributed

Additional difference to acupuncture and

attributed to attributed to Acupuncture manual therapy
Usual acupuncture Manual manual therapy and manual  combined over UC*
Outcome measure care (UC)  Acupuncture  over UC? (95% CI) therapy over UC” (95% CI) therapy (95% CI)
Roland Morris 7.4 (6.2) 7.1 (4.6) 0.6 (-3.8, 5.0) 55(6.3) 0.4(-4.2,4.9) 2.8(2.7) -2.1(-6.3,2.0)0"
Questionnaire n=14 n=13 P=0.78 n=13 P =0.87 n=12 P =0.30
(0—24, 0 = best)
Modified 25.4 (22.1) 22.6(11.7) —2.5(-13.9,8.9° 20.6(11.4) 0.0(-10.3,10.3) 10.8(7.4) -5.2(-17.3,6.9)°
Oswestry Score n=13 n=13 P =0.65 n=14 P=1.0 n=12 P =0.38

(0-50, 0 = best)

Abbreviation: Cl, confidence interval.

@ Estimated by analysis of covariance with adjustment for screening score.
b Negative differences represent a favorable outcome for the relevant intervention over usual care.
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Combined treatments L4 RMDQ M6

Fig. 2. Pre and post test correlation of RMDQ. RMDQ, Roland Morris
Disability Questionnaire.

additional benefit in Oswestry score over usual care was
seen in the manual therapy group.

Patients in the combined group experienced on average a
7.1-point (95% CI: 0.7, 13.6; P = 0.03) greater improve-
ment in Oswestry score than the manual therapy group
and a 7.4-point (95% CI: —1.7, 16.5; P = 0.10) greater
improvement than the acupuncture group adjusting for
screening score.

Fig. 2 plots the screening RMDQ scores against the
scores 3 months later, with regression lines for the
cohort-only group and then for each of the four trial arms.

4. Discussion

The aim of this study was to investigate the feasibility of
conducting a cohort randomized trial in a GP setting
amongst LBP sufferers. We were interested in the recruit-
ment and attrition rates and the acceptability of acupunc-
ture and manual therapy as a treatment for people with
LBP.

We experienced a response rate to the initial mail out of
15%; 125 patients returned the consent forms, with all but
one consenting to participate in both the cohort study and
the nested RCT. Of the 124 patients who expressed an in-
terest in being offered one of the trial treatments, only three
people expressly stated that they would not consider one of
acupuncture or manual therapy for the treatment of their
LBP, indicating a high level of acceptability of these treat-
ments. Attrition up to 6 months was extremely low in this
study (1%), with only one participant withdrawing before
the 3-month screening time point. One other participant
contacted the researchers and stated that they did not think
they would benefit from treatment because of reduced
symptoms and therefore asked not to be considered for
the treatment trial. No participant withdrew after randomi-
zation. This 0% attrition 3 months postrandomization com-
pares extremely favorably with other back pain trials. For

example, the three trials (UK BEAM, a cognitive behavior
treatment trial for LBP, and a trial of yoga for LBP) had
attrition rates of 25%, 22%, and 13%, respectively
[12,15,16], which exceed our upper 95% CI limit of 6%
for attrition. We are currently reporting data for up to
6 months and so cannot comment further on loss to follow
rates for later on in the study.

Our study design differs slightly from that originally
proposed by Relton et al. [4]. In the original Relton design,
participants are not specifically told about the possibility of
treatment options that could be available. The problem with
this is that failure to alert the participants may mean a
refusal to take up the treatment under offer, which will lead
to treatment dilution. In this study, we flagged up the pos-
sibility of future treatments to avoid this problem. This
study identified two extra benefits of using a randomized
cohort design that was not described in the original article
by Relton et al. First, using the design for a chronic remit-
ting/relapsing condition like back pain, is that some partic-
ipants, who initially were not eligible because of low
symptom scores, became eligible at a later date and could
be randomized. In a “normal” randomized trial design,
these patients would have been lost from being included
in the randomization. Second, by including the cohort of
low symptom patients, we could, if the trial had been large
enough, have supplemented the randomized analysis by
including the cohort in a regression discontinuity analysis.

The limitations of this study mainly stem from the
limited sample size; however, as a feasibility trial, the study
was not powered to detect a difference between the trial
groups in terms of Roland Morris score and so results
can only be seen as exploratory. Furthermore, we excluded
patients over the age of 65 years. Future trials of back pain
should include older patients to enhance their external
validity.

Although we have shown that the trial design is feasible,
if it were scaled up, there would be additional work and
cost for the researchers to follow-up the nonrandomized
cohort. It is possible that this is not a cost-effective use
of research resources. The nonrandomized cohort can
improve recruitment in this condition as some patients
may become eligible who previously were not. In a larger
study, the trial-based analysis can be supplemented with a
regression discontinuity analysis, which would improve
study inference. However, arguably, the resources spent to
obtain these benefits may be better used to increase the
overall sample size of the randomizable participants.
Consequently, it might be more cost effective to modify
the design by not following up the ineligible participants.

5. Conclusion

We would recommend that this research design is used
further in larger treatment trials of interventions for muscu-
loskeletal conditions.
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During a recent re-analysis of the data included in our
original manuscript, a database error was uncovered which
had resulted in data at the 3 months post-randomisation
time point being incorrect for over half the participants.
This error was corrected and the analysis rerun. Results
of the exploratory analysis for the Roland Morris Disability
Questionnaire and the Modified Oswestry Disability Index
were impacted. A corrected Table 2 is presented below.
This indicates that the manual therapy group, rather than
the combined group as previously reported, produced the
largest benefit over usual care at 3 months (reduction in
RMDQ of 1.4 points, 95% CI: —1.0, 3.8). As before, how-
ever, none of the differences were statistically significant.
Patients in the combined intervention group experienced
on average a 1.4-point (95% CI: —1.5, 4.4; P = 0.31) in-
crease in Roland Morris score than the manual therapy
group but a 0.9-point (95% CI: —2.9, 4.7; P = 0.63) greater

improvement than the acupuncture group adjusting for
screening score. A revised Fig. 2 is provided here which
plots the screening RMDQ scores against the scores
3 months later, with regression lines for the cohort-only
group and then for each of the four trial arms.

Similarly with the modified Oswestry score, the largest
benefit was observed between manual therapy and usual
care, rather than with the combined therapy group as previ-
ously reported (reduction in Oswestry score of 5.02 points,
95% CI: —3.3, 13.3) although, as before, statistical signifi-
cance was not reached in any comparison (Table 2). Patients
in the combined group experienced on average a 2.2-point
(95% CI: —4.8, 9.3; P = 0.52) increase in Oswestry score
than the manual therapy group and a 0.5-point (95% CI:
—7.7,8.7; P = 0.90) increase than the acupuncture group ad-
justing for screening score (both differences favour the indi-
vidual intervention rather than the combined group).

Table 2
CORRECTED results of regression analysis of treatments for low back pain at 3 months postrandomization
Additional
Additional difference
Additional difference attributed to
difference attributed to acupuncture
attributed to manual therapy Acupuncture and manual
Usual care acupuncture Manual over UC and manual therapy combined
Outcome measure (uc) Acupuncture  over UC? (95% CI) therapy (95% CI) therapy over UC (95% CI)
Roland Morris 9.5 (6.3) 6.8 (4.5) 0.3(-2.9, 3.5) 4.6 (4.0) -1.4(-3.8,1.0) 5.4(4.8) —0.01 (-4.3,4.3)
Questionnaire n=14 n=13 P=0.85 n=15 P=0.24 n=11 P=1.00
(0-24, 0 = best)
Modified Oswestry ~ 29.2 (21.0) 25.4 (12.0) -1.9(-9.9,6.1)° 183 (11.1) -5.0(-13.3,3.3) 16.7(10.9) 2.1 (-6.5,10.6)
Score (0-50, n=13 n=13 P=0.63 n=15 P=0.23 n=11 P=0.62
0 = best)

Abbreviation: Cl, confidence interval.

# Estimated by analysis of covariance with adjustment for screening score.
" Negative differences represent a favorable outcome for the relevant intervention over usual care.

DOI of original article: 10.1016/j.jclinepi.2014.04.004.

https://doi.org/10.1016/j.jclinepi.2019.06.006
0895-4356/© 2019 Elsevier Inc. All rights reserved.
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These amendments do not impact on the conclusions

drawn from the study.

V. Dascanio et al. / Journal of Clinical Epidemiology m (2019) m
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Fig. 2. CORRECTED pre and post test correlation of RMDQ.

nience caused.

The authors would like to apologise for any inconve-
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Appendix A7: Original Publication: Conference Abstract - Poster Presentation

Dascanio et al. Trials 2011, 12(Suppl 1):A150
http://www trialsjournal.com/content/12/51/A150

{ TRIALS

POSTER PRESENTATION Open Access

A pilot factorial randomised cohort trial of
manual therapy or acupuncture for low back

pain
Vivienne C Dascanio’, Yvonne Birks, David Torgerson

From Clinical Trials Methodology Conference 2011
Bristol, UK. 4-5 October 2011

Background

Randomised control clinical trials of acupuncture have
been hampered by the challenges of assessing it as a
complex intervention. Controlling for and separating
placebo effects whilst identifying its efficacy as a treat-
ment can be difficult [1]. The comparison of acupunc-
ture to other complex interventions has been
recommended to assess the effectiveness of acupuncture
against other interventions [2].

The objective of this pilot trial is to investigate the
feasibility of undertaking a novel randomised cohort
design study with a nested factorial RCT, investigating
acupuncture alone versus manual therapy alone versus a
combination of acupuncture and manual therapy versus
usual care.

The pilot will investigate recruitment rates to allow for
planning a full-scale trial, identify any compliance issues
and strategies for reducing these in a full-scale trial and
assess patient’s acceptance and therapist delivery of
combined therapies for the treatment of their LBP.

Methods

The study will follow a randomised cohort trial design
and participants from the cohort will be selected to
participate in the pilot trial. The use of this design as a
recruitment method for nested trials is relatively new
methodology but the cohort design has been suggested
as an effective method for the use with chronic condi-
tions [3] and its potential for minimising attrition.
Attrition is one of the major threats to the internal
validity of any trial. The design of this trial specifically

* Correspondence: Vcf500@york.ac.uk
York Trials Unit, Department of Health Sciences, ARRC Building, University of
York, Heslington, York, YO10 5DD, UK

reduces that threat [4]. Using a randomised cohort
design will provide a ‘run-in period’ of three months,
from collecting baseline data to the first set of out-
come data. Only participants who return their three
monthly questionnaires will be eligible for randomisa-
tion to the pilot trial. As the majority of attrition
occurs at the first period of follow-up in an RCT, it is
expected subsequent attrition, after randomisation, to
be minimal [4].

The factorial pilot RCT will investigate the treatment
of low back pain with Acupuncture vs Manual Therapy
vs Acupuncture and manual therapy vs Usual GP care.
All interventions will be delivered by a chartered
physiotherapist.

Results and conclusions

Recruitment and retention rates will be presented. The
acceptability and feasibility of the design for use with
complex interventions and in a common musculoskele-
tal condition will be discussed.
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Appendix B: Dissemination of Research

Appendix B1: Conference Presentation

Acupuncture or Manual Therapy for LBP? — Considering the Design of

RCTs for Studies of Acupuncture. The 19" International Acupuncture
Research Symposium of ARRC, London. 25" March 2017

THE UNIVERSITY of fork.

The Department of Health Sciences
Cohort RCT Design for
Low Back Pain
Vivienne Dascanio

5=
=y

ARRC Symposium, London, 25t March 2017

2 Background - LBP

= LBP accounts for more than
40% of all Musculoskeletal
Disorders. o

NICE report nearly everyone
within the UK will be
affected by LBP at some
point during their lifetime o

Five million working days
lost each year due to LBP «

TIPS Cost Indications for Commissioners

= 2 Govemment departments in Norther Ireland, provided
early access to physiotherapy for staff with MSD's «
= 80% reported physiotherapy prevented them from having sick
leave
= 80% of those off sck reported the physiotherapy enabled them
to return to work more quickly.
« Thus saving money and reducing sickness at work.
= In Cambridge Seff-referral to physiotherapy reduced GP
costs in prescription and diagnostic tests.
= Saving £12,000 per GP practice

= In Scotland self-referral to physiotherapy saved
‘approximately £2.5milion per year 1)

[EES——————

iS22 NICE Guidelines LBP (2009)

= NICE Treatment Recommendations

= Exercise — 8 sessions of over 12 weeks

= Manual therapy - 9 sessions of over 12 weeks

= Acupuncture - 10 sessions of over 12 weeks

[ —

Background — LBP continued

« 62% sufferers
will continue to
suffer with their
LBP beyond
12 months

+ 33% of these
will have a
recurrence
causing
absence from
work e

[ ——

P

mimemssnsn CONOTt Design with Nested RCT

= Relatively new and minimally used design

= Great potential for future design of trials
due to distinct benefits

= LBP Cohort 18months

QOL/LBP Incidence

[T ———

Eop——

murssssscmn. NICE ReCOmMmMendations & Physiotherapy

Physiotherapy e
Exercise 2 oqCer L Behavioural
Therapy
Manual
e

i Dascario -VCFEN@yok 3k

Eo—

The Evidence
Current Registered Cochrane Protocols in this field:
= Acupuncture for acute, sub acute, mixed and unknown

duration non-specific low-back pain. (March 2010),

= Acupuncture for chronic non-specific low-back pain.
(March 2010)

= Spinal manipulation for acute low-back pain. (Rubinstein,
July 2009).

= Targeted manual therapy for non-specific low-back pain.
(McCarthy, June 2008).

= Combined chiropractic interventions for low-back pain
(Walker, March 2010).

[ ——

momemeinnien BENEAits of Cohort Design RCT

= Recruitment Initially to a Cohort, Only randomised
those who are compliant with follow-up in the
cohort.

= This reduces attrition, reducing need for a larger
sample size and importantly reduces the risk of
attrition bias.

= Useful for prevalent conditions, such as back
pain. Allows the advantage of allowing
simultaneous follow-up as well as allocation.

[T ———
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7~ Disadvantages of Cohort Design RCT

= Can't be used for an incident condition,
such as a treatment trial of fracture of
humerus.

= Still need to recruit a cohort, which could be
problematic.

« Take up of treatment may potentially be
lower than a normal RCT.

Cohort Recruitment

= Used a GP database recruitment whereby we
mail out to all individuals who presented with LBP
in the preceding 18months.

= They were advised about the cohort and the
possibility of being offered a treatment
intervention and asked that if they were offered an
intervention would they take up the offer.

= Those who consented to the treatment
intervention were sent further information
regarding the nested trial.

ThE UNIvERsITY b7k
TheDeparimentof Heakh Sclrces

anty 02
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o) o) B e
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lenne Dascanio - VCF500@york.ac.uk
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- Conclusions from

= Support to run a full scale-trial of this study

= The cohort RCT offers some advantages
over the standard RCT, not least that it
exploits database recruitment

= Pool of cohort participants to recrut from
= Provides a worthwhile reduction in attrition
= Useful design for MSK conditions

e

- References
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NICE Debate Videos

= https://www.youtube.com/watch?
v=0ICMQNdKvmc

= https://www.youtube.com/watch?
V=XHUBAI1XWNI

Aims and Objectives of the Research

= Primary Aim
. Contitnga ittty 01 merdolpesprces o sorin  coor
prstpehii i et pelistehii it

= Primary Objectives

o sscran et atss o patcpans  h cohort fom GP pracces

- To o consent atesand acospiane f o ntrvntons by parcpant
+ To ass0s atiton et ofpaipans pro and pos ancomisaton

Secondary Objectives
o eview o e usage s complen s of Rotand Mo sty auesionnae
(RD) and eskicd Gowesy By ek MO0

b ot appropttefor s vl

THE UNIVERSITY ofJork.
The Department o Health Scences

o= apcare aa
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i
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Vivienne Dascanio - VCF500@york.ac.uk

Vivienne Dascanio - VCF500@york.ac.uk

THE UNIVERSITY o7k
[ —————
David Torgerson & Yvonne Birks
Hugh MacPherson and NIHR
Programme Grant

Vivienne Dascanio - VCF500@york.ac.uk

WNIZT Additional Useful Resources

= Rethinking pragmatic randomised controlled trials:
Introducing the “cohort multiple randomised
controlled trial” design — Relton et al (2010) BMJ;
340:bmj.c1066
Randomized cohort trial was shown to be feasible for
evaluating treatments in low back pain — Dascanio et al
(2014) Journal of Clinical Epidemiology

Designing randomised trials in heaith, education and
the social sciences — An Introduction. Torgerson and
Torgerson - Palgrave Macmillan - 2008

IUNUIZT Outcome Measures of the Research

= Primary Outcome Measures
- Todstarine o main cincalsucome e o o sl
- Rolandrs dsabiy quesionnar,(Spci Low back pain messurs)
- Mg Oswesy Dbty Inds, (pocitc Low bac pan massure).
= Secondary Outcome Measures

Vit Arsiogue Scale (VAS) pain scales (Pain spocic messur)
S5 12, sty of o cvesionnaie)

o
Faton s of by chr s adtonl vesimont mformaton,

e ——

THe UNIVERSITY 0fJrk

[ —————
Thank You

Any Questions?

Vivienne Dascanio - VCF500@york.ac.uk

SRl NICE Guidelines

Disclaimer —
Healthcare professionals are expected to take NICE dlinical
guidelines fully into account when exercising their clinical
judgement. However, the guidance does not override the
responsibility of healthcare professionals to make decisions.
appropriate to the circumstances of each patient, in
consultation with the patient and, where appropriate, their
‘guardian or carer.

(NICE, 2016)
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Appendix B2: Conference Presentation

The Annual Conference of the British Medical Acupuncture Society
(BMAS) — Scientific Meeting, Newcastle. 18" April 2015

THE UNIVERSITY W
‘The Department of Health Sciences

Cohort RCT Design for
Low Back Pain

Vivienne Dascanio

BMAS Spring Meeting, 18t April 2015

22 Background - LBP

= LBP accounts for more than
40% of all Musculoskeletal
Disorders.

= NICE report nearly everyone
within the UK will be affected
by LBP at some point during
their lifetime o

= Five million working days lost
each year due to LBP «

e UnRsiTy ok

reommmanmians CONOMt Design RCT

= Relatively new and minimally used design

= Great potential for future design of trials
due to distinct benefits

RCT
Time,
= LBP Cohort # 18months

QOL /LBP Incidence

The Unives

mimmesnnses NICE GUidelines LBP (2009)

= Treatment Recommendations
= Exercise eight sessions of over twelve
weeks,

= Manual therapy, nine sessions of over
twelve weeks

or

= Acupuncture, ten sessions of over twelve
weeks:

T Usivirsirvorfirk

omnonse BACKground — LBP continued

« 62% sufferers
will continue to
suffer with their
LBP beyond
12 monthse

« 33% of these
will have a
recurrence
causing
absence from
work e

Benefits of Cohort Design RCT

= Recruitment Initially to a Cohort, Only randomised
those who are compliant with follow-up in the
cohort.

= This reduces attrition, reducing need for a larger
sample size and importantly reduces the risk of
attrition bias.

= Useful for prevalent conditions, such as back
pain. Allows the advantage of allowing
simultaneous follow-up as well as allocation.

Tur UNveRsITY oL . .
e NICE RECOMMendations & Physiotherapy
Physiotherapy Cognitive
Behavioural
Therapy

Manual

Acupuncture

Therapy

pr—

rommnnanses COSE [Ndications for Commissioners

= 2 Government departments in Norther Ireland, provided
early access to physiotherapy for staff with MSD's «
= 80% reported physiotherapy prevented them from having sick
leave
= 80% of those off sick reported the physiotherapy enabled them
to return to work more quickly.
» Thus saving money and reducing sickness at work.

= In Cambridge Self-referral to physiotherapy reduced GP
costs in prescription and diagnostic tests.
» Saving £12,000 per GP practice

= In Scotland self-referral to physiotherapy saved
approximately £2.5million per year )

R

rommasnansees Dis@dvantages of Cohort Design RCT

= Can't be used for an incident condition,
such as a treatment trial of fracture of
humerus.

= Still need to recruit a cohort, which could be
problematic.

= Take up of treatment may potentially be
lower than a normal RCT.
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meopmecanonsce.AIMS and Objectives of the Research

= Primary Objectives

usual care
o determine the most effective outcome measure for a fullscale trial.
o investigate recruitment rates to allow for planning a fullscalo tal
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reatment of their LBP.

= Secondary Objectives
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= Additional Useful Resources

trials:
introducing the “cohort multiple randomised
controlled trial” design - BMJ 2010;340:bmj.c1066

* Designing Randomised Trials in Health, Education
and the Social Sciences — An Introduction. David J
Torgerson and Carole J Torgerson — Palgrave Macmillan -
2008

2w Outcome Measures of the Research

= Primary Outcome Measures

= To determine the main dinical outcome measure, for a full scale tral:
. measure).

. . (Specific L

= Secondary Outcome Measures

SF 12, (Qualiy of Ife questionnaire).

Patient use of body chart and additonal treatment nformation.

—
Figore 2 CONSORT flow dagram:
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Thank Y

Any Questions?

Vivienne Dascanio - VCF500@york.ac.uk

= Cohort Recruitment
= Used a GP database recruitment whereby we
mail out to all individuals who presented with LBP
in the preceding 18months.
= They were advised about the cohort and the
possibility of being offered a treatment
intervention and asked that if they were offered an
intervention would they take up the offer.
Those who consented to the treatment
intervention were enrolled into the trial.

THE UNIVERSITY 0f o7k

The Department of Health Sciences

Chanacterivic | Cohort | Usualcare | Acupuncture | Manipulation | Combined
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Oswestry score
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Vivienne Dascanio - VCF500@york

= Conclusions

= The Cohort RCT offers some advantages
over the standard RCT, not least that it
exploits database recruitment

= May provide a worthwhile reduction in
attrition.

s References
s &

Deporient ofHesi (2005 The hostskeltl Senvcs amenor

Specfic Low Back Pan NICE.London

183 Landon: T Chatred oty of Pty

Uieanos Reven. 5
Norier ol At Offc.Maragmors of ek absoco i 1 Norbom rlandcl orv. R or by e
Compioir and Auor Ganrai NIA 13210708, 22 oy 2008 NorwehT50,(Th saionary i) 2008 URL

Sl rofaralphyso info. Updatecosts e (2010) URL:

522



Appendix B3: Conference Presentation

Integrating Evidence Based Acupuncture into Physiotherapy
benefit of the patient, Madrid. 13" December 2014
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Asnapshot of examples of how the AACP actively promote the integration of Evidence-
based acupuncture into physiotherapy for the benefit of the patient?

+ The Evidence and + Promoting Acupuncture in
Commissioning Resource Physiotherapy

+ The AACP Conference + Acupuncture in Physiotherapy (AACP)

« Parliament + Clinical Advisor

« Social Media * NICE

ACUPUNCTURE
ASSOCIATION

of
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PHYSIOTHERAPISTS

AACP

The AACP are in the final stages of updating their

P py: The Evidence and C Resource”

Includes two documents:

+ Acupuncture in Physiotherapy:  The Evidence

ACUPUNCTURE
ASSOCIATION

of

CHARTERED
PHYSIOTHERAPISTS

Physiological
h f

gesia. D hat acupuncture triggers a
sequence of the release of [

3 P

I he pathway. Imaging the limbic
system plays an important role in acupuncture induced analgesia (Wang et a.
2008

M, KainZ N K, WiteP. 1.The SintifcBasis
0210,

+ The Researched Effects of Acupuncture and it's application to patient
treatments: - Analgesic
- Inflammatory
Soft Tissue

« Incorporating the Condition Specific Research and its place with
patient care:

- Headaches & Migraines
Low Back Pain (L8P)
- Pelvic and LP Pain in Pregnancy
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+ Wang et al. (2014) shows that acupuncture regulates opioid containing macrophages and
anti-nociceptive mediators in inflammatory pain, supporting further the interaction
between acupuncture, pain and inflammation thus speeding up healing and the recovery
processes.

WangY., Gehringer R, M 014) CSC1
Macrophages inlectroscupuncture. PLOS ane.

causing a reduction in pro-inflammatory cells (1 macrophages) and an increase in anti-

11-10) to reduce I
atlocal tissue (Da Siva et al. 2014),

D3 Siha .0, BobinskiF, SatoK L, et

+ Acupuncture points are chosen with the intention of inducing a strong segmental

Chemicals produced supraspinal level as
in healing and offer pain relif, usedin
phy: P such as manual therapy, exercise and

i
education.

+ Natural pain-relieving chemicals such as endorphins, melatonin and serotonin are
produced when acupuncture needles stimulate different physiological mechanisms
within the central nervous system and in the local peripheral issues being needled
(stein et al. 2001)

StinC, Machelska . Binder W, Schafer M. (2001 Periheral Opiod Analgesia.Curent Opinon n harmacoiogy
6265
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Inflammatory effects of Acupuncture continued:

ol. (2014) st
controls systemic inflammation by inducing vagal activation of aromatic L-amino acid
decarboxylase, leading f dopamine in his

control infectious and
inflammatory disorders.

TorresRosas R, Yehia G, Pena . e . (2014 Dopanine mediates vagal mtulation ofthe immune system by
electoacupucnture, Nature Mediine 20,251,295
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Appendix B4: Presentation

Physiotherapy Training Symposium, Leicestershire, UK. 15" November 2012
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= MRI studies showing Brain activity on use
of placebo interventions — not inert

= Thomas Lundeberg et al 2011
= s Placebo Acupuncture What It Is Intended to Be?

2011,

= Complementary and alternative therapies

for Back Pain Il — evigence report no 194 ARa Pusiication No. 10
(111-E007, October 2011

= Cohort Design RCTs

= Relatively new and minimally used design

= Great potential for future design of trials
due to distinct benefits

RCT

= LBP Cohort 4‘4 18months

QOL /LBP Incidence

et
= Vivienne Dascanio

= Private Practice Owner @

= Chair - Acupuncture Association of
Chartered Physiotherapists (AACP)

= PhD final year student at the University of
York — Studying Acupuncture and Manual
therapy for LBP, using a novel trial design

NICE Guidelines - LBP

= NICE Guidelines for LBP 2009

= Recommend:

= Structured exercise programme s sessions over 12 eeks
= Manual therapy s sessions over 12 weeks

= ACUPUNCEUIre 10 sessions over 12 wesks

= But; No advice with what to offer first or in
what order? If one didn’t work offer another!

Flow Diagram

Initial screening and contact by GP
T

T
Follow Up at Three Months

Usual Care
T—— Mana therapy

Treatment A Wanid er

Acupunciure | Manual therapy | Acupunciure &
Treatment 8

Follow Up at ix onths.

Follow Up at Nine Months
T

\ |
| : !
\ Remsemieston =37 \
\ \
\ !
\ |

puncture

e eprmrt st s

= Supporting the evidence base

= Intention to find an appropriate Placebo for
RCTs

= Placebo — shallow needling, non point
needling, non penetrating needles,
alternative treatments as standard care

= Separating the placebo effect from the
treatment effect — do we know the
physiology of the treatment effect?

oo NICE EVIDENCE BRIEF REVIEW

For Manual herapy

= TxHigh aualty with low risk ofbias.

= T Wollconducted with low risk of bias

= 5x Low qualty tucies with igh sk of bias (due fo lackof power (0 th studie, lackof avallable
i

)
- doutofthese
- The guidelne aiso incuded an RCT on massage.

NICE guideines due o haterogenety
For Acupuncture
= Txsystemati review Wi high quaiy and low ik o bias. Posive efects, bt smal
= 3RCTs well conducted RCT with ow risk of bias
= 1CRCT with high isk of bias,
- xRer xRCT

= Advantages of Cohort Design RCT

= Recruitment from a Cohort

= Only randomised those compliant with follow-up

= Reduces attrition, the risk of selection bias

= Reducing need for a larger sample size

= Reduces resentful demoralisation of control group
= Useful for prevalent conditions, i.e. back pain

= Allows simultaneous follow-up as well as allocation

= Disadvantages
= Can’t be used for an incident condition, i.e.
treatment trial of fracture of humerus

= The need to recruit participants remains,
which can be problematic

= Up take of treatment could be lower than a
normal RCT

= Conclusions

= The Cohort RCT offers advantages over
the standard RCT

= Exploits database recruitment

= May provide a worthwhile reduction in
attrition

= Minimises bias within trials

= Recognition & Thank you

= My supervisors David Torgeson and
Yvonne Birks

= Hugh MacPherson and the NIHR
programme grant

= The Acupuncture Association of Chartered
Physiotherapists (AACP)

=Thank you

= Vivienne Dascanio

= chair@aacp.uk.com

= References

trials: i ing the “cohort
randomised controlled trial” design - BMJ
2010;340:bmj.c1066

* Designing Randomised Trials in Health,
Education and the Social Sciences — An
Introduction. David J Torgerson and Carole J
Torgerson — Palgrave Macmillan - 2008
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Appendix B5: Conference Presentation

Commissioning — A Way Forward. 6" AACP Annual Conference

Piercing the Puzzle of Persistent Pain. Hinckley, Leicestershire UK. 13®

May 2012

Commissioning — A way forward

Dimitri Varsamis & Vivienne Dascanio

Www.aacp.uk.com

What is Commissioning

Mark Britnell,the then DH Director General of Commissioning, said in 2007:
“The history of commissioning in the NHS has been turbulent since its
introduction as *purchasing’ in 1991: since then it has undergone seven
reorganisations and has had no chance to mature as a discipline

2 more since 2007!

‘These definitions, of course, are set in the context of the healthcare systems

in England and Northern Ireland, as a market-based context has been
increasingly eroded or extremely limited in Scotland and Wales.

www.aacp.uk.com
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Www.aacp.uk com

What is Commissioning

Role of commissioners:
hC a d eq ge of high qualty,
responsive and effcient services within allocated resources and across all
service sectors and the performance management of these services.

‘The public body decides what it wants to achieve (is strategy), what services
it wants (analysis), how much money it has for them and how itis going to get
the services (planning), and then goes about putting them in place (sourcing)
and making sure they are delivered properly (monitoring and review)

Procurement is one part o the commissioning process.
Itis about purchasing the service the public body has decided to buy and
giving a contract to the organisation that provides the service.

Commissioning should be understood by health and care as a cycle of activity

www aacp.uk.com

GPs as commissioners

Clinical Commissioning Groups (previously also known as GP
Consortia)

+GPs currently play a very important role in determining the care that
their patients receive, not only in the surgery but also through referrals
for more specialist treatment.

+Also, GPs are arguably better placed than PCTs to determine what
services should be available for their patients.

+The plan is for GPs to be responsible for commissioning the majority
of services.

+The NHSCB will commission services including: primary medical,
dental, ophthalmic care, community pharmacy, specialised services
and prison health services.

Of course making GPs the equivalent of senior PCT staff is not going
to be any easy ride, for anyone! wwwaacp.uk.com

Contracting: standard contracts

Several of the contracts used to commission NHS-funded services are
standard documents produced by the DH.

‘GP commissioners, as they take on commissioning responsibity, will have to
use these, for all NHS funded services they commission.

These are lengthy and complex contracts, which contain many mandatory
terms. They also contain very specific provisions about contract management,
including an escalation system for dealing with any issues. This includes
serving notices, having meefings and putting in place remedia plans. It will be
important for someone o be familir with these processes.

In the longer term, the NHS Commissioning Board wil be responsible for
producing any applicable contractual models,

‘There are currently standard contracts for acute, mental health, community,
care home and ambulance services.

www aacp.uk.com

What is Commissioning

From TardrmingConunySavcs Ambion Ao, Acivenent
www aacp.uk.com

Contracting

+90% of community services in 2009 was funded through block contracts.

Block contracts, however, do not reward people for providing high quality
services or improving value for money, or encourage innovation

“You will need to think and be prepared to think on how to “cut” the service
You provide.

“Most ofthis thinking (and defiitely the decision) will be done by the
‘commissioner, but you should not shy away from recommending a re-tink

Spectrum of different ‘currencies” - next slide

www.aacp.uk.com

D issioning and Disi

“Half way through NHS eficiency savings £20bn+ to 2014;
the decomissioning challenge has been considerable

Itis the process of planning and managing a reduction in service activity or
terminating a contract in line with commissioning objectives

+ Resources released can be reinvested in more productive services, better
products and more efficient assets
+ Must be planned and proactive, not reactive

d is to improve /
“Open competiion (e.g. AQP)
More efficient, higher quality providers thrive; others withdraw service

www 2acp.uk.com
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Any Qualified Provider — the theory

“The governmental and EU procurement rules do not impose a blanket
abligation to run tender processes for all clinical services.

“The Health's that there is
no general requirement to o so.
+Under the AQP model, any provider who s able to provide a speilic service
and meets the required minimum standards, s able to be listed as a possible
provider.
“No provider has any guarantee of any volume of business. Instead, patients
are able to choose which provider on the AQP list they wish to see.
“There is no need to run a tender to put together an AQP st
+In the future, a provider will need to be jointly licensed by the CQC and

, in order to be on an AQP lst,
“There s an intention to significantly increase the use of the AQP model,
across most sectors of care. As well as opening up patient choice, one of ts
stated aims is to simplify the procurement process.

‘www.aacp.uk com

Any Qualified Provider — Where are we now?

“Across all England PCT Clusters, based on the priorities of the
shadow CCGs, three service lines were agreed and selected (different
in each Cluster)

“For PCT clusters, this has been very challenging, as different
contracts exist on same service for each PCT, so aggregating and
harmonising these at Cluster level has not always been possible.

“Implementing AQP is starting NOW, with patients being offered
choice of provider by Sept 2012

“E.g. the South-East London PCT Cluster is AQPing: continence,
wheelchairs and hearing services

www.aacp.uk.com

What the AACP are doing to support
members with commissioning?

The Gommissioning and research pack — developed and disirbuted
P

P atnice
for guideline development groups.

as cost.
Advising members how to present themselves as cost effective practtoners.
Providing training and professional support

www.aacp.uk.com

NICE Guidelines — Where do they fit? -

Commissioning bodies will seek guidance from
guidelines:

+ Require evidence base and cost effective analysis
« Future services will be informed by guidelines

+ Very important physiotherapy and acupuncture are
included in the guidelines

‘www.aacp.uk com

The old way of thinking s
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From: Commissioring Suppor for London traiing materia, 2011 ‘www.aacp.uk.com

References and Useful links:

The Chartered Society of Prysiotherapy (CSP) v

proviser

The Dapartment of Healih (Do)
Itomealthandears i go klany-quaisc prvicer-2/

NHS supply2health - Resourca centre for Any Qualfied provider

g
DH_ 117353

ranston, et rom
NHS Chief Exgcutive, 171 February 2011

_t2aa40

Pt wwwibrar. .kl poViewResource.aspx7resID=406806

www.aacp.uk.com

Any Qualified Provider — the theory

AQP works best where: AQP does not work where:
~ Demand is manageable  High value, low volume or
~ nomies of scale  specialised services
— Applied to Routine Elective Services  — There is no control over demand
— There are low barriers o market  — There is a very limited market —
entry few providers / high barriers to
— Aservice will not create a monopoly  market

\eeds (o be many providers  ~ A service is new and has not been
willng to compete. commissioned before

~There is a need f levels of
control to mitigate financial &
reputational ris}

— There is Unplanned Care/Complex
Medical Conditions

ww.aacp.uk com

Current AQP examples

North East Essex
+1n 2008 existing providers were invited to bid

+ 20 providers — 11 Physiotherapists, 4 Chiropractors, 5 osteopaths
- 200912010 - 2810 patients seen

« Patients 1o be seen within 2 weeks (97% achieved)

- 4 treatments provided per patient (including assessment)

12 month review
« Referral to spinal surgeons reduced by more than 25%
+ Reduced primary care consultations, imaging and medication costs
« Reduced inappropriate referral to secondary care

patient satisfactior
+92% GP satisfaction rate

«AQP in other areas:

www.aacp.uk.com

What can AACP members can do?

Bo preparedl Know your service and costs.
Use the commissioning & research pack - present it to managers, GP's, commissioners.
Write to GP's and advise them w
with face to face presentations

— PROMS & PREMS

Bl relationships with local GP's and commissioners

Attend NICE scoping meetings and be a voice for your profession

Be PR savvy, we alllove our profession - we need (o get belter at shouting about how
g00d we are and promoting our success
www.aacp.uk.com

Any Qualified Provider — What do GPs as
Commissioners AND / OR Providers think?

*Many GPs, who in essence are providers of services to the NHS
(Primary Care), have always been involved to an extent with providing
additional services

+They see AQP as an opportunily to extend the services they provide
and also important to enter the market, in order to keep large private
organisations out.

“Many GPs are therefore looking at suitable models that suit them:
from providing a service themselves from the practice by employing

directly the relevant staff, to sub-contracting out the delivery
completely.

www.aacp.uk com

One last thing..
The different way of thinking: “what will make my patient better?” s

Where do you see acupuncture in physiotherapy?

Vouchers for
prately un weight

T eponment =
e o o o o o
oeten berczeon gt
menscokers | on-
Tdtional Son " ol

www.aacp.uk.com

References and Useful links:

Transforing Communiy Services (DH)

Abeginer's quide to commissioning (NAVCA)
y

people i long farm condiions 2011 (OH)
v isbetes nhs kyear o care

Home asps

Introduction to the standrc NHS contract (Wil and Reeve)
it commissioningportalco ulcontract20 12/

(CSP surival uide workshops
ey

wew.aacp.uk.com

Any Qualified Provider — recently...

+In 2010, Government reaffirmed commitment to increase choice and
personalisation in NHS-funded services

+Choice can be in terms of way care is provided or budgetary control
to self manage

+In July 2011, DH published guidance on how to make this happen, at
PCT Cluster level, for community or mental health services

*AQP is being implemented based on introducing competition based
on Quality and not Price

+Patients referred to specific services under AQP will be able to
choose from a list of qualified providers

“Note: Any Willing Provider to Any Qualified Provider

www.aacp.uk com

.aspx m

Public Health Opportunities

New Funding Source — Public Health England - under
the new commissioning structure

Opportunity for funding service provision

Investigate Public Health priorities locally — consider if
able to provide services for these

- obesity, fitness, return to work

www.aacp.uk.com

One last thing..

Be prepared to start thinking in terms of a patient's journey (ie patient
pathway) rather than the current segmentation of services.

Work underway to fund (and therefore pay) for *year of care" services,
ie for the whole package of care that say a person with diabetes will
use, irrespective of how many appointments, and who provides the
care etc.

www.aacp.uk com

Thank you

Any Questions?

www.aacp.uk.com
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Appendix B6: Houses of Parliament (HoP) Presentation

Musculoskeletal Injury: Cost-Effective Solutions for the NHS: Welcome,

Introduction, LBP and Acupuncture, and Discussion Section Presented

by VCD. HoP London. 23™ April 2012

R

Musculoskeletal Injury:
Cost-effective solutions for
Industry and the NHS

The Acupuncture Association of
Chartered Physiotherapists.

Vienne Descanio, Lesle Patienden, Weran Dening, Pl Btersby
www 2acp.uk.com

Over 200 types of Musculoskeletal Disorders (MSD) ¢

* Low Back Pain
+ Neck Pain and Migraines
+ Upper Limb

* Osteoarthritis

www 2acp.uk.com

Low Back Pain

LBP accounts for more than 40% of all MSD’s ¢

NICE report nearly everyone within the UK will be
affected by LBP at some point during their lifetime

Five million working days lost each year due to LBP o

62% sufferers will continue to suffer with their LBP
beyond 12 months, 33% of these will have a
recurrence causing absence from work

www2acp.uk.com

The Acupuncture Association of Chartered v
Physiotherapists

Evid: Based into
Physiotherapy for the Benefit of the Patient

+ 6500 members - largest member organisation
providing acupuncture

+ Physiotherapists are trained in acupuncture at a post
graduate level

www 2acp.uk com

The Scale of the Problem
+ 7.6 million working days lost due to MSD's 2010/11

60% of those on long term sick cite MSD's as the
reason for absence @

22% of people on incapacity benefit suffer from
MSD's s (equating to approximately 500,000 people)

MSD'’s are the most common reason for repeat
consultations with GP’s, accounting for 30% in
primary care

Estimated MSD's cost society £7.4 billion per year

wiwaacp.uk.com

Musculoskeletal Physiotherapists are experts in the
assessment and treatment of MSD’s

+ Treatments include:

Manual therapy

Acupuncture

Exercise prescription

Electrotherapy

Self education

Postural and workplace advice
www.aacp.uk.com

Patient safety:

+ Patient and clinician safety is righty of paramount importance.

+ Acupuncture when administered by suitably qualified and
competent praciitioners has been shown to be a safe
intervention.

+ Aprospective survey of 66,229 patients reated with
acupuncture by members of AACP and BMAS showed no
serious adverse events that required hospital interventions)

Current trends in Acupuncture treatment
+  Itis estimated that about 4 milion sessions of acupuncture are
provided per annum and of these, approximately one third are

given within the NHS mainly for musculoskeletal complaints
such as osteoarthritis and low back pain,

www.aacp.uk.com

LOW BACK PAIN

eounesy x5 0009))

wiw aacp.uk com

Vivienne Dascanio

Shoulders in )
ahunched 4 Poor Posture

posiion

Phoned cradled
Between shoulder
and neck

Thoracic spine

Wist arched

Lower back
slumped

o

Aphysiotherapist would address these issues as part of their
holistic treatment approach www.aacp.uk.com
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2 Government departments in Northern Ireland,
provided early access to physiotherapy for staff with MSD'se
- 80% reported physiotherapy prevented them from
having sick leave
- 80% of those off sick reported the physiotherapy enabled
them to return to work more quickly.
Thus saving money and reducing sickness at work.
In Cambridge Self-referral to reduced GP.
costs in prescription and diagnostic tests.
Saving £12,000 per GP practice

In Scotland self-referral to physiotherapy saved
approximately £2.5million per yearao www.aacp.uk.com

Cochrane review for Neck Pain @

OUTCOME.

Moderate Evidence that

Acupuncture is:

=Better than some sham treatments.

=Better than Waiting List Control

=More effective than inactive treatments at short term
follow up

www.aacp.uk.com

Cochrane review for A
Tension Type Headaches

“the available evidence suggests that
acupuncture could be a valuable option for
patients suffering from frequent tension-type
eadache”

www.aacp.uk.com

Treatment Choices @

PHYSIOTHERAPY
TREATMENT

al
Therapy

www.aacp.uk.com

www.aacp.uk.com

Merian Denning

www.aacp.uk com

NECK PAIN & MIGRAINE @

Lesley Pattenden M.C.S.p  Www.aacp.uk.com

Cochrane Review for
Migraine Prophylaxis (3)

“the studies suggest that migraine
patients benefit from acupuncture,
although the correct placement of
needles seems to be less relevant than
is usually thought by acupuncturists”

www.aacp.uk com

ACUPUNCTURE
EFFECTS

‘www.aacp.uk.com
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Arm pain

Amajor cause of incapaity to work in the UK.

4.1 Million working days lost annually due to arm pain (17

1/in 7 primary care consultations in working age population (te)

www.aacp.uk com

Evidence based treatments

CSP guidelines for treatment of sub-acromial impingement zz)
CSP guidelines for treatment of frozen shoulder i)

Cochrane ed exercises,

+1- corticosteroid injection. 1)

Acupuncture-short term benefit in pain relief and improved function.
Need for more data zs)

www.aacp.uk.com

Neck Pain/Migraine
The scale of the problem.....

Neck Pain,
Between 26% and 71% of the adult population can recall an episode of
Neck Pain or stifness.

10% males and 17% of women have experienced pain lasting longer than
& months (1)

Migraine.

Lifetime prevalence of 15%-20% of people who experience one sided
‘symptoms often with photophobia / nausea

Cost of 20 Billion pounds per year ()

Tension Type Headaches.

Episodes last between 1 and 15 days per year (and classed as “frequent)
These are suffered by 30% and 78% of the population )

wunw.aacp.uk.com

Acupuncture Choices.....
WESTERN EASTERN
secmenTaL MeRIDIANS
wvorascal

TRIGEER ROOTS and
POINTS BRANCHES
sensory
stmaTion
f—
Tissue
Sitnets

ww.aacp.uk.com

Whiplash Associated Disorders (WAD)..
Chartered Society of Physiotherapy

Best Evidence for Best Practice:
In the sub acute stage (between 2 and 5
weeks)

“ Acupuncture may be effective in reducing
neck pain (majority view 52%)

www.aacp.uk.com

What the critics say.

“Research” requires careful interpretation

P placebo, with no P
benefitin most, if not all, cases (5)

“The on not
always divisible from placebo effects and may be missed in
randomised trials’. (5)

www.aacp.uk.com

Shoulder pain.

Many causes of shoulder pain leading to substantial disability
Sick leave can account for up to 80% of total cost of health care ()
Early intervention can reduce impact of problem and ££€'s

Pilot study N.Ireland — 80% participants avoided sick leave (z1)

www.aacp.uk.com

Why use acupuncture?

ACUPUNCTURE
EFFECTS

Well
Being

wwew.aacp.uk.com
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Exercise
Acupuncture
Advice

Topical NSAID
njection-
various
Surgery

www.aacp.uk.com

Osteoarthritis is a disease of the joints characterised by
cartilage destruction and new bone formation. Although
not fully understood, genetic and biochemical factors
play a major part in the development of osteoarthritis.
There are however, a number of other predisposing
factors which may also contribute to the development of
osteoarthritis.

\'y‘”"uif‘;"’
), =

www.aacp.uk.com

According to Whitehurst's (2011) study there would
be a threshold of £20,000 per additional QALY, and
that there is a 77% chance that true acupuncture

provided by NHS physical therapist would be a cost
effective adjunct to a course of advice and exercise.

This would be a magnitude of difference in health
care resource use.

Utilising an AACP practitioner not only do patients
receive exercise and advice they also receive
acupuncture.

www.aacp.uk com

References:

www.aacp.uk.com

NICE GUIDELINE 2009 / 031

“The National Institute for Health and Clinical Excellence (NICE) and the
National Ciinical Guideline Centre today (Wednesday 27 May 2009) publish
a guideline 1o improve the early management of persistent non-specific oy
back pain. This covers people who have been in pain longer than six weeks
bt less than one year, where the pain may be linked 10 structures in the
back such as the joinis, muscles and ligaments. Setting out a range of
effective mainstream and complementary treatments, the guideline
recommends what care and advice the NHS should offer to people affected
by low back pain.”

Recommendations from the guideline for health professionals include:
Offer one of the following treatment options, taking into account the patient's

an exercise programme, a course of manual therapy including
manipulation, or a course of acupuncture (more details on each below)”
“Consider offering a course of acupuncture needing, up to a maximum of 10
sessions over a period of up o 12 weeks"”

wwwaacp.uk com

OSTEOARTHRITIS
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Paul Battersby

www.aacp.uk.com

Like many disabling conditions osteoarthritis imposes a
sizable economic burden on society, with cost of illness
estimates accounting for 2.5% of gross national
product in developed countries (Whitehurst et al 2011).
In the UK this amounts to £18 billion.

www.aacp.uk com

By utilising this type of therapy within the
National Health Service means that the wider
population can benefit as it is a truly portable
therapeutic intervention.

www.aacp.uk.com
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Elaine Buchanan, Guideline Developer and Consultant
Physiotherapist said:

“This guideline provides an essential opportunity for physiotherapists and
other health professionals 1o ensure thal people with low back pain benefit
from evidence-based treatment. In addition to advice and medication,
people who have back pain persisting beyond six weeks now have the
choice of three effective treatments: acupunciure, exercise and manual
therapy. The small number of people who continue to have problematic
back pain folowing these therapios will have access to an intensive
treatment programme, run by a team of specialsts. These programmes
combine physical and cognilive behavioural approaches (o help people
‘maximise their quality of lfe, by teaching them skills and techniques which
distress caused -

www.aacp.uk.com

Osteoarthritis is the most common form of joint disease.
It causes pain and stiffness in joints and affects at least 8
million people in the UK today (Arthritis Research UK,
2011). The knee is one of the most commonly affected
joints. Prevalence increases with age and the first
manifestations of primary osteoarthritis of the knee can
be present by the age of forty (Backer et al., 2010). The
management of knee pain from osteoarthritis (OA) is
limited to several therapeutic interventions, one being
non steroidal anti-inflammatory drugs and analgesic

medications. www.aacp.uk.com

There is also the societal perspective which increases Ie cost
indirectly to society, these factors are due to;

- The reduced productivity in the work place

+ Knee pain absenteeism (206 million working days per year)
This cost would be almost impossible to calculate however
some recent studies have ascertained that; work absenteeism
is unlikely to be more frequent in people receiving acupuncture

treatments.

www.aacp.uk com

Thank you

The Acupuncture Association of
Chartered Physiotherapists

Integrating Evidence-Based Acupuncture into Physiotherapy for the
Benefit of the Patient

‘www.aacp.uk.com
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Appendix B7: Conference Presentation

The 14™ International Acupuncture Research Symposium of ARRC.
London, UK. 25" February 2012

THE UNIVERSITYW

The Department of Health Sciences

Cohort Randomised Controlled
Trial Design
Vivienne Dascanio

267 February 2012

gt et i

= Advantages of Cohort Design RCT

= Recruitment from a Cohort

= Only randomised those compliant with follow-up

= Reduces attrition, the risk of selection bias

= Reducing need for a larger sample size

= Reduces resentful demoralisation of control group
= Useful for prevalent conditions, i.e. back pain

= Allows simultaneous follow-up as well as allocation

f———
= References

trials: introducing the “cohort multiple
randomised controlled trial” design - BMJ
2010;340:bmj.c1066

* Designing Randomised Trials in Health,
Education and the Social Sciences - An
Introduction. David J Torgerson and Carole J
Torgerson — Palgrave Macmillan - 2008

Tie Uiy

e

= Cohort Design RCTs

= Relatively new and minimally used design

= Great potential for future design of trials
due to distinct benefits

RCT

Time.
« LBP Cohort 4 18months

QOL/LBP Incidence

e Unversirvosfk
f e ——

= Disadvantages

= Can't be used for an incident condition, i.e.
treatment trial of fracture of humerus

= The need to recruit participants remains,
which can be problematic

= Up take of treatment could be lower than a
normal RCT

o Unvassirvogfik
[RSRS———

= Recognition & Thank you
= My supervisors David Torgeson and
Yvonne Birks
= Hugh MacPherson and the NIHR
programme grant

= The Acupuncture Association of Chartered
Physiotherapists (AACP)
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neommannses  FIOW Diagram

‘ Initial screening and contact by GP
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\
\
‘ Randomisation (N = 80+)

UsualCare | Acupunciure | Manualtherapy | Acpunciure &
Traiment'0' | TreamentA__| Treament s | amaltharey

Follow Up atSix Months
T

I Folow Uy eorts. ]

‘ Follow Up Continued at 3 monthly intervls o Eighteen Months ‘

Toe Unwversirvoff
-

= Conclusions

= The Cohort RCT offers advantages over
the standard RCT

= Exploits database recruitment

= May provide a worthwhile reduction in
attrition

= Minimises bias within trials

e s oRfok
-

=Thank you

= Vivienne Dascanio
= chair@aacp.uk.com

25" February 2012
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Appendix B8: Course Lecture — University of York

Maximising participant recruitment to randomised controlled trials

course. External participants — Department of Health Sciences. York

Trials Unit — University of York. 28" November 2011

THE UNIVERSITY ofJlrk
[ —————e—

Cohort Randomised Controlled
Trial Design

Vivienne Dascanio

e

o vk
e st e

= Disadvantages

» Can’t be used for an incident condition,
such as a treatment trial of fracture of
humerus.

» Still need to recruit a cohort, which could be
problematic.

= Take up of treatment may be lower than a
normal RCT.

T oSk

[ -

= Conclusions

= The Cohort RCT offers some advantages
over the standard RCT, not least that it
exploits database recruitment

= May provide a worthwhile reduction in
attrition.

T vk
ren s s

= Cohort Design RCT's

= Relatively new and minimally used design
style.

= Great potential for future design of trials
due to distinct benefits.

= Benefits of Cohort design RCTs??

T ook
bt s

= Cohort Recruitment

= Used a GP database recruitment whereby we
mail out to all individuals who presented with LBP
in the preceding 18months.

= They were advised about the cohort and the
possibility of being offered a treatment
intervention and asked that if they were offered an
intervention would they take up the offer.

= Those who consented to the treatment
intervention were enrolled into the trial.

P
frasiAy

= Useful References

trials: introducing the “cohort multiple
randomised controlled trial” design - BMJ
2010;340:bmj.c1066

* Designing Randomised Trials in Health,
Education and the Social Sciences - An
Introduction. David J Torgerson and Carole J
Torgerson - Palgrave Macmillan - 2008
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= Benefits of Cohort Design RCT

» Recruitment Initially to a Cohort, Only randomised
those who are compliant with follow-up in the
cohort.

= This reduces attrition, reducing need for a larger
sample size and importantly reduces the risk of
attrition bias.

= Useful for prevalent conditions, such as back
pain. Allows the advantage of allowing
simultaneous follow-up as well as allocation.
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= Thank you

= Any Questions?

= Vivienne Dascanio
= vef500@york.ac.uk
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Appendix B9: Conference Presentation

Commissioning Acupuncture in the NHS. British Acupuncture Council

Annual (BAcC) London UK. 18" September 2011

British
Acupuncture

Council

Commissioning Acupuncture
within the NHS

Nick Pahl and Vivienne Fort

1 What is commissioning?

Commissioning involves assessing the health needs of the
(Iocal) population and reviewing how well services meet those

Commissioning is a way of identifying priorities for investment

Commissioners design services with providers to meet patient
needs/demands

4. Commissioners then cantract with providers, aftr various
vetting processes are be

Commissioners ensure services are provided effectively, and
monitor quality and outcomes

o

Overview of who commissions in England

4 Preparation

= Read your local Gommissloring plan to understand piories
Ask for this or look on the websi

= Ensure you understand the evidence base for acupuncture and
collect any local data you have. If you are not doing s, start o
monitor your own patient outcomes using MYMOP.

= Build refationships with your local providers, both at local
authority level and NHS commissioners.

6 Make the case
Acupuncture can:

« Improve outcomes for people with variety of issues such as.
pain, mental ill-health

*+ Reduce long-term demands on halth and social care
services e.g. reducing repeat visits, prescriptions and
Smward reforrals 16 othor -pathways"

- Support “personalisation” — for those on individual budgets.

- Support healthy lifestyles

Other things you can do

« Ask for contacts of planned new "health and well being boards” —
which will comprise of GPs and councillors and are being set up,
Contact those members.

+ Ask local authorities to what extent people use acupuncture as
partof their personal budgets?

« Ask to join local health watch groups where possible
« Read the BACC NHS toolkit!

« Make links with AACP members

British
Acupuncture

Council

—

About us

Nick Pahi - GEO, Brilsh Acupunciure Gouncil: and held serior pubic:
healt and NHS commissioning roles

Ve For - Chai, AACP
Eint Phyioerapy Pracice Ownerand Diector, Worked i and
alongside the NHS

speciyn sutcomes o

3 Policy context

Commissioning Consortia are new local NHS commissioners
for health services in England

+ NHS now open for any “qualified willing provider to provide
services. An application process is required if these services
are to be “re-commissioned”

« Acupuncturists will need to “keep mevr nose to the ground” to
know when re-commissioning occ

+ Commissioning priorities will be cutcome focused — so
acupuncturists will have to justify what outcomes they
achieve. *Patients are at the heart of everything NHS does'
0 audits of local patients may be good evidence

- The NHS across the UK has an urgent need to save money
and be cost effective. When acupuncturists links with the
NHS, they need to have this in mind

5 Ask

Are there opportunities to provide acupuncture:
+ within GP practices?

« within any new pathways you are commissioning e.g. for
musculoskeletal?

+ in “intermediate care” — this is care by acupuncturists for
those coming out of hospital but not ready to go home —
clinics/hospices

« in hospitals e.g. within pain clinics or in hospital wards?

7 Convince

Member of the BACC — a Professional body which has:

+ Regulatory and Ciincal Governance funciion - codes of

practice, complaints, conduct and ef

+ Comprehensive sccrednanon process. or training (BAAB)

+ Continuing Professional Development to ensure the highest
patient standards are maintained

+ Comprehensive insurance cover

You can do it! — examples of NHS funding

+ Mendip PCT - acupuncture integrated into its

- musculoskeletal service

+ Gateway clinic in London — acupuncture treating immune
deficiency, mental health problems and addictions

+ Nottingham MSK service

+ Manchester Hospital Mental Health service

+ Derriford Hospital, Plymouth maternity service

- AACP services

Agenda

1. What is commissioning?
Who commissions?
Policy context
Preparation
Ask
Make the case
Convinc

Questions

2 Who Commissions?

-England - new Consortia (PCTs will hold responsibility until
2013). The NHS Commissioning Board will commission GP
Services and specialised services.

-Scotland — 14 Health Boards

~Wales - 7 Health Boards

~Northern Ireland — Health and social care Board

- new Individual service users or patients groups — through
personal budgets and treatment choice

Any Qualified Provider

= Definition - the impact of this scheme
= Time frame

= Key points

= Quality is the objective — Budget cuts of £40million

= Future plans to role out this scheme to other services.

= Future outiook on NHS services

NHS Services

= Find out what services exist — Speak with them

= Feedback on NHS Acupuncture Services from BACC & AACP
members.

= Current services — the situation
= Pro's and Con's to life in the NHS
= Working inside or alongside — Which is preferable for you?

= Benefit to Private Practitioners of availability of NHS Acupuncture
services

As a BACC member you can:
+ Provide patient-centred, highly effective

+ Meet requirements o provide effective,
quality care to NHS patients

+ monitor relevant patient performance and
research data

+ offer acupuncture for a variety of issues

Thankyou. .Questions?
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Appendix B10: Conference Poster - presentations at:

e National Conference

of the

Acupuncture  Association

of Chartered

Physiotherapists (AACP) Still Pointing the Way after 30 Years. May 2014

e National Conference

of the

Acupuncture  Association

of Chartered

Physiotherapists (AACP) Acupuncture at the Sharp End. May 2013

o The 14" International Acupuncture Research Symposium of ARRC (The

Acupuncture Research and Resource Centre). February 2012
o The I*' UK Clinical Trials Methodology Conference of The MRC Network of Hubs
for Trials Methodology Research. October 2011

THE UNIVERSITYW

The Department of Health Sciences

A pilot factorial randomised cohort trial of

manual therapy or acupuncture for low back pain.

Background Flow Diagram
" Low Back Pain (LBP) is a major health and |
problem which imposes significant economic and social Initial screening and contact by GP
burden on societies [1]
" Randomised control clinical trials of acupuncture have *
been hampered by the challenges of assessing it as a
complex intervention. Consent and baseline questionnaire forms returned to the
" Controlling for and separating placebo effects whilst University of York

identifying its efficacy as a treatment can be difficult [2].

" The comparison of acupuncture to other complex
interventions has been recommended to assess the
effectiveness of acupuncture against other interventions [3].

Objective

" To investigate the feasibility of undertaking a novel
randomised cohort design study with a nested factorial
RCT,

" Investigating acupuncture alone versus manual therapy

alone versus a combination of acupuncture and manual
therapy versus usual care.

Methods

" The study will follow a randomised cohort trial design and
participants from the cohort will be selected to participate in
the pilot trial.

" The use of this design as a recruitment method for nested

trials is relatively new methodology but the cohort design
has been suggested as an effective method for the use with

chronic conditions [3]

" Attrition is one of the major threats to the internal validity of
any trial. The design of this trial specifically reduces that
threat [4].

" Using a randomised cohort design will provide a ‘run-in

period’ of three months, from collecting baseline data to the
first set of outcome data. Only participants who return their
three monthly questionnaires will be eligible for
randomisation to the pilot trial. As the majority of attrition
occurs at the first period of follow-up in an RCT, it is
expected subsequent attrition, after randomisation, to be
minimal [4].

Follow Up at Three Months
Participants will be sent a questionnaire by the research team at the
University of York.

v

Randomisation (N = 80+)
Suitable participants will be randomised by the research team to one of

the four groups.
Usual Care Acupuncture Manual Acupuncture
Treatment A therapy & Manual
Treatment ‘O’ Treatment B therapy
Treatment AB
R

Follow Up at Six Months
Participants will be sent a questionnaire by the research team at the
University of York.

v

Follow Up at Nine Months
Participants will be sent a questionnaire by the research team at the
University of York.

v

Follow Up Continued at Eighteen Months
Participants will be sent a questionnaire at three monthly intervals until
18 months by the research team at the University of York.

Results & Conclusions

Recruitment for this trial is currently under way.

The acceptability and feasibility of the design for use
with complex interventions and in a common
musculoskeletal condition will be discussed & analysed.

Discussion

Retention; A two stage consent process was
implemented following advice from the Ethics committee
- this appears to be creating a 40% drop out rate.
Participant acceptability and choice — 20% participants
are rejecting the opportunity of Acupuncture treatment.
All participants appear accepting of manual therapy.
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Appendix C — Pilot Study Documentation

National Research Ethics Service

Leeds (Central) Research Ethics Committee
Yorkshire and Humber REC Office

First Floor, Millside

Mill Pond Lane

Meanwood

Leeds

LS6 4RA

Telephone: 0113 3050127
01 April 2011

Ms Vivienne Claire Fort
ARRC Building (2nd Floor)

The University of York

Heslington, York

Y010 5DD

Dear Ms Fort

Study title: A Cohort Design Study; Investigating Quality of Life and
Treatment Selection for Individuals with Low Back
Pain;Incorporating A Nested;Pilot Factorial Randomised
Controlled Trial of Manual Therapy and / or Acupuncture
for Individuals with Low Back Pain.

REC reference: 11/YH/0028

Protocol number: N/A

The Research Ethics Committee reviewed the above application at the meeting held on 18
March 2011. Thank you for attending to discuss the study.

Ethical opinion

The Committee asked you how often you intended to send out text reminders for
participants to complete their questionnaires. You stated that you would only send a
maximum of two text reminders as a prompt to participants.

Members suggested that you create a separate PIS and consent form for the second,
randomised part of the study. Members explained that having two separate sheets will
make the information clearer. You agreed that it had been difficult o condense all the
information in to one information sheet.

Ethical review of research sites

NHS Sites .
The favourable opinion applies to all NHS sites taking part in the study, subject to ‘
management permission being obtained from the NHS/HSC R&D office prior to the start of

the study (see “Conditions of the favourable opinion” below).

Non NHS sites

The Committee has not yet been notified of the outcome of any site-specific assessment

(SSA) for the non-NHS research site(s) taking part in this study. The favourable opinion

does not therefore apply to any non-NHS site at present. | will write to you again as soon as

This Research Ethics Commiﬁee is an advisory committee to the Yorkshire and The Humber Strategic Health Authority
The National Research Ethics Service (NRES) represents the NRES Directorate within
the National Patient Safety Agency and Research Ethics Committees in England
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one Research Ethics Committee has notified the outcome of a SSA. In the meantime no
study procedures should be initiated at non-NHS sites.

Conditions of the favourable opinion

The favourable opinion is subject to the following conditions being met prior to the start of
the study.

Management permission or approval must be obtained from each host organisation prior to
the start of the study at the site concerned.

Management permission (“R&D approval’) should be sought from all NHS organisations
involved in the study in accordance with NHS research governance arrangements.

Guidance on applying for NHS permission for research is available in the Integrated
Research Application System or at http:/Aww rdforum.nhs.uk.

Where a NHS organisation’s role in the study is limited to identifying and referring potential
participants to research sites (“participant identification centre”), guidance should be sought
from the R&D office on the information it requires to give permission for this activity.

For non-NHS sites, site management permission should be obtained in accordance with the
procedures of the relevant host organisation.

Sponsors are not required to notify the Committee of approvals from host organisations

¢ The consent form should include the following standard clause ‘l understand that
relevant sections of my medical notes and data collected during the study,
may be looked at by individuals from [company name], from regulatory
authorities or from the NHS Trust, where it is relevant to my taking part in this
research. | give permission for these individuals to have access to my
records.’ You may remove ‘medical notes’ if this is not relevant to your study.

* A separate PIS and consent form should be created to make the questionnaire
stage and treatment stage clearer.

It is responsibility of the sponsor to ensure that all the conditions are complied with
before the start of the study or its initiation at a particular site (as applicable).

You should notify the REC in writing once all conditions have been met (except for
site approvals from host organisations) and provide copies of any revised
documentation with updated version humbers. Confirmation should also be provided
to host organisations together with relevant documentation

Approved documents

The documents reviewed and approved at the meeting were:

Document » e Version - {Date

Letter of invitation to participant 1.1 25 January 2011
Letter of invitation to participant 1.1 25 January 2011
GP/Consultant Information Sheets 1.1 25 January 2011
GP/Consultant information Sheets 1.0 25 January 2011
Covering Letter 21 February 2011
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Summary/Synopsis 1.1 17 February 2011

Letter from Sponsor 22 February 2011
Investigator CV 17 February 2011
Evidence of insurance or indemnity 22 February 2011
CV - Supervisor V Birks 15 February 2011

Questionnaire: Modified Oswestry Questionnaire (Validated)

Questionnaire; SF 12 Questionnaire (Validated)

Questionnaire; EQ5D Questionnaire (Validated)

Questionnaire; Body Chart (Non-Validated) 1.1 14 February 2011
Protocol 1.0 17 February 2011
Participant Information Sheet: Information Sheet 12 14 February 2011
REC application 1.0 21 February 2011
Participant Consent Form: Consent Form 12 14 February 2011
Questionnaire: Roland Morris Questionnaire (Validated)

Questionnaire: Costs Questionnaire (Non-Validated) 1.0 17 February 2011
CV - Supervisor D Togerson 15 February 2011
The Back Book

Membership of the Committee

The members of the Ethics Committee who were present at the meeting are listed on the
attached sheet,

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees (July 2001) and compilies fully with the Standard Operating
Procedures for Research Ethics Committees in the UK.

After ethical review

Now that you have completed the application process please visit the National Research
Ethics Service website > After Review

You are invited to give your view of the service that you have received from the National
Research Ethics Service and the application procedure. If you wish to make your views
known please use the feedback form available on the website.

The attached document “After ethical review — guidance for researchers” gives detailed
guidance on reporting requirements for studies with a favourable opinion, including:

¢ Notifying substantial amendments
» Adding new sites and investigators
¢ Progress and safety reports

+ Notifying the end of the study

The NRES website also provides guidance on these topics, which is updated in the light of
changes in reporting requirements or procedures.

We would also like to inform you that we consult regularly with stakeholders to improve our
service. If you would like to join our Reference Group please email
referencegroup@nres.npsa.nhs. uk.
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| 11/YH/0028 Please quote this number on all correspondence |

With the Committee’s best wishes for the success of this project

Yours sincerely

M

QQ Dr Margaret L Faull
Chair

Email: nicola.mallender-ward@nhs.net

Enclosures: List of names and professions of members who were present at the
meeting and those who submitted written comments

“After ethical review — guidance for researchers”

Copy to: Ms Sue Final, University of York
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Leeds (Central) Research Ethics Committee

Attendance at Committee meeting on 18 March 2011

Committee Members:

Name SEa 1 ..Profés'éidn‘ Ghamnann Présén’t: '.;NQtefé'-'

Dr Chris Bennett Consultant Clinical Yes
Geneticist

Mr Mick Burns Senior Commissioning | Yes
Manager

Dr Margaret L Faull Chair Yes

Mr Mark Godley IT Consultant Yes

Dr Janet Holt Senior Lecturer Yes

Ms Sarah Kirkland Learning Disability Yes
Services Directorate

Mr Vernon Long Consultant Yes
Ophthalmologist

Mrs Claire M Ramsden Health visitor Yes

Dr Jinous Tahmassebi Senior Lecturer and No
Specialist in Paediatric
Dentistry

Ms Bren Torry Lecturer/Programme No
Leader

Also in attendance:

eSS

| Posttion (or reason for attending)

Mrs Nicola Mallende?—Ward T

REC Co-ordinator

Mr Marc Neal

Assistant Co-ordinator
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Appendix C2: GP Invitation letter

Version 1.1 (25.01.11)

THE UNIVERSITYW DEPARTMENT OF

HEALTH SCIENCES

ARRC Building, 27 Floor
University of York
Heslington

York YO10 5DD

Telephone: 01904 32....
Email: vef500@york.ac.uk

Dear Doctor,

The York Trials Unit, Department of Health Sciences at the University of York, has
recently been awarded funding from the NHS National Institute for Health Research
to undertake a cohort design investigation incorporating a nested randomised
controlled trial of manual therapy and acupuncture for the treatment of low back pain.
We are writing to ask if your practice would be willing to participate in this study.
We enclose details of the study which has been designed to make little demand on the
workload of a busy GP practice. Your time spent on the study however would be

compensated by a fixed payment.

If after reading the information you and/or your partners are interested in taking part

could you please complete the attached slip and return it to vef500@york.ac.uk

If you have any questions or require any further information please do not hesitate to
contact me, Vivienne Fort, Chief Investigator, on 01904 321877 /321726 or
vef500@york.ac.uk . I would be happy to provide more detailed information and will

liaise with you or your practice manager regarding the study.

We look forward to hearing from you and thank you in advance for reading the

information provided.

Yours sincerely

P sl

e

Vivienne Fort

Bsc (Hons), MCSP
Chief Investigator
York Trials Unit
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Version 1.1 (25.01.11)

Our practice/practices would like to take part in the Cohort investigation
of low back pain with a nested randomised control trial of manual
therapy and acupuncture

Please complete ALL sections

PCT:

Your name:

Practice name:

Practice address:

Practice telephone number:

Approximate practice size:
(number registered patients)

Please return this slip in the envelope provided

Thank You
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Appendix C3: GP Confirmation letter

Versionl.l (25.01.11)

THE UNIVERSITYW DErARTMENT OF

HEALTH SCIENCES

ARRC Building (2" Floor)
University of York
Heslington

COHORT INVESTIGATION FOR York YO10 5DD

Low BACK PAIN

Telephone: 01904 32....
Email: vcf500@york.ac.uk

Dear Doctor,

Thank you for indicating your practice would like to take part in our cohort investigation for low back

pain. We are extremely grateful for your support and are looking forward to working with you, your

practice, and your patients. I am writing to you to give you some information regarding time frames

and the identification of patients.

We envisage the following time frames:

As soon as possible we ask that you search your database using your codes to identify
patients who have presented over the previous 18 months with Low back pain (advice on
codes etc is overleaf).

We ask that you then report back to me the number of patients you have identified and which
codes you have used for my records.

Once you have done your database search, you should then label each patient pack with each
identified patients name and address. The patient packs will contain consent forms and
screening questionnaires which we will have provided and stamped for you by us. We will
bring the boxes of these packs out to you.

The patient packs then need to be sent out as soon as they are identified.

This is where the work for you stops, and the following process occurs:

Those patients who are interested in taking part in the study return the documentation over
the next three weeks to us at the University of York where we assess their eligibility using the
screening questionnaire they will have completed and returned.

Those patients who are eligible will from part of the cohort investigation. Some participants
will be selected to take part in the nested randomised control trial of manual therapy Vs
acupuncture Vs combined manual therapy and acupuncture Vs usual GP care. Participants
will be selected for this part of the study following the return of their three monthly
questionnaires. At this point we will send you a list of all your patients who have been
randomised to active treatment as part of the study for your records.

Active treatment will commence shortly after recruitment and will run for 10-12 weeks.

Identification of Patients

As you are probably aware different practices may well code back pain in different ways. We

conducted a pilot trial in York with one GP practice and they used the following codes:
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Versionl.l (25.01.11)

N142-1 low back pain
N145-2 back pain unspecified
16C9 chronic low back pain
N142-3 acute back pain lumbar
N145-1 acute back pain unspecified
N142 pain in lumbar spine
They excluded:

* those under 18 years of age and those over 65 years of age,
e pregnant women,
* those suffering from serious spinal or neurological pathology or previous spinal surgery,
* those with blood disorders, valvular heart disease or who are immuno-comprised,
* those with a history of psychosis or alcohol abuse,

* those who have received acupuncture or manual therapy in the last 3months (if known).

The practice size was approximately 7,000 and using the codes above they identified and mailed out
to 282 patients. Out of these 282 patients, 52 returned their consent form and screening questionnaire
to us at the University. Of these 52 patients who indicated an interest in being in the trial, 20 were
eligible and were randomised to treatment. So as you can see a practice of 7,000 yielded 20 patients

for the study.

Do not worry if your practice doesn’t identify the same number as we estimate some geographical
variation and of course practices are different sizes so the above figures are just a guide. The codes

you use may also differ from the ones above.

In summary your practice should:
¢ Identify patients using any code that would pick up back pain patients at your practice who
had presented between the date you conduct your search and the previous 18 months from
that date.
¢ When doing your search only include those between 18 and 65 years of age and please

exclude pregnant women and those of serious pathology as above.

I will contact you by telephone later this week or early next week to finalise the process and discuss
any queries you might have. In the meantime if you require any further information please do not

hesitate to contact me on the contact details overleaf.
Yours sincerely

%Ef/:—
>

Vivienne Fort, Bsc (Hons), MCSP
Chief Investigator, York Trials Unit
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Appendix C4: Participant information sheet one

Patient information sheet 1 Version 1.3 31.03.11

THE UNIVERSITYW NHS

National Institute for
Health Research

Cohort Investigation of Individuals who Suffer with Low Back Pain
Participant Information Sheet

We would like to invite you to take part in a research study exploring patient experiences of
Low Back Pain (LBP). Before you decide, it is important for you to understand why this
research is being carried out and what it will involve for you.

We hope you find this information useful in making a decision whether or not to take part.
Please do read the information carefully and do not hesitate to contact us if you have any
further questions. Some people find it useful to discuss this information with their family and
friends before making a decision.

Why have you been chosen?
You have been invited to take part in this research because you have previously been to see
your GP with symptoms of Low Back Pain.

Do I have to take part?
No. It is your decision to take part or not. If you decide not to take part this will not affect
your usual medical care or legal rights in any way.

What is the purpose of this study?

Low back pain (LBP) is a very common problem for many people in the UK and can affect
the quality of life of people’s lives. Many people who suffer from LBP continue to have pain
for more than one year and it can become a chronic problem. Treatment for LBP has not
always been shown to be effective for some people and we would like to investigate this.

We would like to look at the quality of life and the types of treatment people with LBP use.
We will ask you this information using a questionnaire sent to you every three months for an
18 month period. There may be the opportunity for some individuals to receive some
treatment through the study, if you have selected on your consent form to be contacted about
part two; the active treatment part of the study, you MAY be contacted at a later date
regarding this; however it will not be possible to offer everyone treatment and only it is only
possible to be in part two (active treatments) if you are involved in the cohort study.

The active treatments that may be offered through this study are manual therapy,
acupuncture, or a combination of both. All treatments will be carried out by an appropriately
qualified Chartered Physiotherapist in the York area. Treatments will last between 30-
45minutes and be completed over a 10-12 week period. You will not be required to pay for
treatments and travel expenses will be reimbursed. After treatments you will still receive a
questionnaire every three months for an 18 month period. Further information about the
treatments will be provided to those who wish to be involved in part two of the study.
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The University of York and the Department of Health are supporting this study. It is funded
by a programme grant for applied research awarded by the NHS National Institute for Health
Research. It will form part of a study which will be submitted for a PhD by Vivienne Fort.

What will happen if I decide to take part?
After you have completed and signed the consent forms and questionnaire and returned them
to the University of York, they will look at your information and contact you by letter.

What will happen if I don’t want to carry on with the study?
You are free to withdraw from the study at any time. You do not have to give any reason for
this. Withdrawing from the study at any time will not affect you future care in any way.

Cohort study:

This will involve you receiving a questionnaire every three months for an 18 month period.
This questionnaire will ask you questions about your LBP, how it affects your life and if you
have used any treatments for it. It should take approximately 20 minutes to complete and
pre-paid addressed envelopes are provided for you to return your questionnaires.

If you have selected on the consent form to be contacted about the active treatments, part two
of the study, you may be contacted at a later date to receive some active treatment provided
through the study.

What is required of me?

In addition to completing the consent forms and questionnaire included with this letter, you
will be asked to complete and return a questionnaire sent to you at 3, 6, 9, 12, 15 and 18
months. These should only take about 20 minutes to complete. We will enclose a pre-paid
addressed envelope each time for this purpose. The questionnaires are designed to enable us
to determine how useful the treatment was for you. Questions will cover your general health,
your low back pain, how the treatments worked for you, any medication you are taking, and
your use of health care services. Should you experience any difficulty in completing these
questionnaires then you can be offered telephone advice.

What happens to the data collected about me?

All information collected about you during the course of the study will be kept in strict
confidence. The information, including your questionnaires, is subject to legal requirements
and the Data Protection Act of 1998. The data will be held in a secure place in the co-
ordinating centre in the University of York, all data will be kept for a minimum of 20years.

Only your GP and the principal researchers at The University of York will know which
patients have agreed to be included in the study. Your personal information will not be
disclosed to anyone. Any information about you which is used in reports of the study will be
made completely anonymous and used in such a way that you cannot be identified.

When the study ends?
After the study has ended, additional treatments will not be funded by the research group.
Your GP will be able to advise you on any other treatments that might be available to you.

Page 2
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Results of the research study

The results of this research study should be available in 2012. We will publish the results in
a healthcare journal to provide GPs and other healthcare practitioner’s with information. You
will be able to access the results of this study via the following university webpage:
www.york.ac.uk/healthsciences/research/trials.htm

Who reviewed the study?

Before research goes ahead it has to be checked by a research Ethics Committee. They make
sure the research is fair. The study has been reviewed by the University of York Ethics
Committee, NHS research approval and the Local Research Ethics Committee for the York
area.

Further independent information about taking part in research - PALS

For independent information about taking part in research within the NHS, contact your local
Patient Advisory Liaison Service (PALS). For NHS North Yorkshire and York telephone
0800 068800 or email nyy-pct.pals@nhs.net.

Dissatisfaction with the study
If you are dissatisfied with any aspect of this study, you can file a complaint in one of the
following ways:

1. NHS complaints procedure (Tel: 01214 495725 or free phone: 0800 389 8391).
Taking part in this study in no way affects your right to complain about any aspect of
the way in which you have been treated during the course of this study.

Who can I contact for further information?

If you would like any further information about study, about manual therapy,
acupuncture or the questionnaires please do not hesitate to contact the study’s chief
investigator Vivienne Fort at The University of York, she would be very happy to
speak to you:

Trial Telephone Number: 0800 ** %=
Telephone number 01904 32%***
Email vef5S00@york.ac.uk

If you would like to write to the research team for any reason, please address your letter to:
Vivienne Fort, Trials Unit, ARRC Building, The University of York, Heslington, York,
YO10 5DD.

You can also contact the research team by sending an email to Vivienne Fort;
vef500@york.ac.uk

On behalf of the research team, thank you very much for taking the time to read this
information sheet and considering whether to take part in this study.
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Appendix C5: Participant consent form — part one

Consent Form 1 Office Use only Patient ID Number................... Version 1.3 31.03.11
DEPARTMENT OF
HEALTH SCIENCES
THE UNIVERSITYW e
ARRC Building

Heslington
York YO10 5DD

PARTICIPANT CONSENT FORM Direct line: (01904) 321914

Email: vef500@york.ac.uk

A Cohort Investigation of Individuals with Low Back Pain

Please initial
each box

1. I confirm that I have read and understood the information sheet for the above study and have had
the opportunity to consider the information, ask questions and to have them answered satisfactorily.

2. lunderstand that my participation is voluntary and that [ am free to withdraw at any time without
giving any reason or without my medical care and legal rights being affected. I understand that if I
withdraw, I can ask for all record of my contact details to be deleted.

3. 1 understand that my participation in this study is confidential and that no material which could
identify me will be used in any reports of this study. I give permission for responsible appropriate
individuals working at the University of York to have access to my data.

4. Tagree to my General Practitioner being informed of my participation in this study. I agree if there
are any problems contacting me, my GP should be contacted and asked where appropriate to contact
me and for my address.

5. T agree to this consent form and other data collected on me as part of this research study to be kept
at York Trials Unit, at The University of York. I understand that records relating to me will be kept
confidential. No information will be released or printed that would identify me without my
permission, unless required by law.

6. I understand that the relevant sections of my medical notes and data collected during the study, may
be looked at by individuals from the York Trials Unit, from regulatory authorities or from the NHS
trust, where it is relevant to my taking part in this research. I give permission for these individuals
to have access to my records.

7. Tunderstand that this is a study collecting information by questionnaire every three months and that
there may be the opportunity to be involved in some form of active treatment as part of the study; I
have selected overleaf the treatments I would consider.

8. Tam happy to receive text and email reminders for my questionnaires

9. Tagree to take part in the above study.

If you agree to the above nine points, please complete the personal details and the options on the reverse
side of this form to select your preference.
Please return this form with the questionnaire in the pre-paid envelope provided.
Your personal information will be kept confidential and will only be used to contact you regarding the
study.
If you have any questions, please contact the chief investigator Vivienne Fort on 01904 32.......

Thank you for your interest in participating in this study.

Please Turn Page Over
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Additional Information:

We would like to look at the quality of life of those who suffer with Low Be

number and types of services people use.

Version 1.3 31.03.11

DEPARTMENT OF
HEALTH SCIENCES
York Trials Unit
ARRC Building
Heslington

York YO10 5DD

Direct line: (01904) 321914
Email: vef500@york.ac.uk

To do this we would like to send you a questionnaire every three months for an 18 month period to
ask you about you pain and if you have seen your GP or used any other treatments.

In addition to our cohort study, we would also like to evaluate some treatments for low back pain, in
part two of this study. Please review the list below and select which parts of this study, if any, you
would be interested in being involved in by initialling the box. Please select as many or as few as
you like;

PLEASE NOTE: WE NEED YOU TO INITIAL THE BOX YOU SELECT, NOT TICK.

Yes / No

1. Tam happy to receive a regular questionnaire (e.g. every three months) about
my low back pain as part of the cohort study.

2. Tam happy to be contacted about the second part of this study, which I
understand may include the provision of treatment (i.e. acupuncture
and manual therapy delivered by a physiotherapist).

3. Tunderstand I will only receive information about potential future treatments
if I have initialled “Yes’ to option two above.

4. T do not want to receive any further information or be part of this study.

If you would like to give a reason for initialling ‘No’ for the options above, please feel free to do so,
though there is no requirement to give any reason or to return these forms if you do not want to be
part of this study:

Please sign below to confirm you are happy with the above information above and the selections you
have initialled:

Signature: Date:
Title: Date of Birth:
Forename(s):
Signature:
Surname:
Address: Date:
Email:

Telephone number:
(Including dialling code)

POSTCODE: Mobile Number:
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Appendix C6: Participant information sheet two

Version 1.1 04.04.11

THE UNIVERSITY 0/ NHS

National Institute for
Health Research

Cohort Investigation and Trial of Acupuncture and Manual Therapy of
Individuals who Suffer with Low Back Pain

Participant Information Sheet — Part Two

We would like to thank you for agreeing to take part in our cohort study and also for
expressing an interest in part two of this study which is a trial looking at different treatments
for low back pain (LBP). Before you decide to be involved in part two, it is important for
you to understand why this research is being carried out.

We hope you find this information useful in making a decision whether or not to take part.
Please do read the information carefully and do not hesitate to contact us if you have any
further questions. Some people find it useful to discuss this information with their family and
friends before making a decision.

Why have you been chosen?
You have agreed to take part and been accepted in the cohort part of the study and you
selected to be contacted about the treatment part of the study.

Do I have to take part in part two?

No. It is your decision to take part or not. If you do not choose to take part in part two of the
study, it will not affect your involvement in the cohort part of the study. If you decide not to
take part this will not affect your usual medical care or legal rights in any way.

What is the purpose of this study?

Low back pain (LBP) is a very common problem for many people in the UK and can affect
the quality of life of people’s lives. Many people who suffer from LBP continue to have pain
for more than one year and it can become a chronic problem. Treatment for LBP has not
always been shown to be effective for some people and we would like to investigate this.

As previously explained, we would like to look at the quality of life and the types of
treatment people with LBP use through the cohort study. This information will be collected
using a questionnaire sent to you every three months for an 18 month period. Only
individuals in the cohort study will be eligible to take part in the treatment part of the study.
It is not possible to be part of the treatment part of the study only, as we will be using the
same questionnaires to collect our data and information.

There is some evidence that acupuncture alone or manual therapy alone can be useful for
LBP, we do not know if combining both treatments has any additional benefit or not for LBP.

The University of York and the Department of Health are supporting this study. It is funded

by a programme grant for applied research awarded by the NHS National Institute for Health
Research. It will form part of a study which will be submitted for a PhD by Vivienne Fort.

l|Page
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What will happen if I decide to take part?

After you have completed and signed the consent form for part two of the study and returned
it to the University of York, you will be randomly allocated (like picking your name out of a
hat) into one of the four groups in the treatment part of the study.

What will happen if I don’t want to carry on with the study?
You are free to withdraw from the study at any time. You do not have to give any reason for
this. Withdrawing from the study at any time will not affect you future care in any way.

Cohort study:

You are already part of and will remain in the cohort study and this involves you receiving a
questionnaire every three months for an 18 month period. This questionnaire will ask you
questions about your LBP, how it affects your life and if you have used any treatments for it.
It should take approximately 20 minutes to complete and pre-paid addressed envelopes are
provided for you to return your questionnaires. You will not receive any additional
questionnaires for part two of the study, we will collect all the information we require from
the questionnaires you are already completing as part of the cohort study.

The active treatments that may be offered through this study are manual therapy,
acupuncture, or a combination of both. All treatments will be carried out by an appropriately
qualified Chartered Physiotherapist in the York area. Treatments will last between 30-
45minutes and be completed over a 10-12 week period. You will not be required to pay for
treatments and any travel expenses can be reimbursed. After completion of the treatments in
part two of the study, you will still receive a questionnaire every three months for an 18
month period.

What is Manual Therapy?

Manual therapy is a form of therapy that involves the physiotherapist using their hands to
give the treatment to your back. It is a technique regularly used by physiotherapists and other
health professionals to treat LBP. You will receive the above treatments while lying on a
treatment couch and will take approximately 30minutes.

What is Acupuncture?

Acupuncture is a form of therapy that originated in China many years ago. It involves the
insertion of very fine disposable needles into specific areas of the skin, while you lie on a
treatment couch. The physiotherapist will ask you if you feel a sensation, this should not be
painful, but may feel like a dull ache or tingling. Needles are typically left in for 20-
30minutes.

What happens if I have both treatments?

If you are allocated to receive both treatments, you will receive them in the same session.
This means each treatment session will last slightly longer and take approximately 45
minutes. The treatments will be the same as described above.

What happens at the first appointment?

The physiotherapist treating you will take a full and detailed history. Questions are likely to
focus on your current pain, treatments you have received, your medical history, activities you
can and cannot do, your work status, sleep patterns, and what you would like to be able to do.
The physiotherapist will examine your low back and check your nerves and pulses. Using
this information, the physiotherapist will make a diagnosis and design a treatment specific to
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your needs. You may ask questions as many questions as you like in this or any subsequent
session. Your first appointment will be slightly longer and approximately one hour.

How will it be decided if I get treatment?

We can only offer a course of treatment to a small number of people, if you complete and
return the consent form for part two of the study, we will randomly select whether to offer
you one of the above treatments (e.g. like picking your name out of a hat) those individuals
who are not selected to receive treatment will continue to be part of the cohort study.

What is required of me?

You have already completed and returned your first set of questionnaires, to be involved in
part two the only additional paper work will be completing the consent form included with
this letter. You will then only receive and be asked to complete and return the questionnaires
for the cohort study sent to you at 3, 6, 9, 12, 15 and 18 months. These should only take
about 20 minutes to complete. We will enclose a pre-paid addressed envelope each time for
this purpose. Questions will cover your general health, your low back pain, how the
treatments worked for you, any medication you are taking, and your use of health care
services. The questionnaires are designed to enable us to determine how useful the treatment
was for you. Should you experience any difficulty in completing these questionnaires then
you can be offered telephone advice.

The possible disadvantages and risks
Both manual therapy and acupuncture are commonly used treatments and routinely offered in
practice. The risks of side effects from either manual therapy or acupuncture are low.

Manual therapy; occasionally leaves people feeling a little sore, but this usually settles within
24 hours.

Acupuncture very rarely can cause unwanted effects. Sometimes people feel a pricking
sensation when the needle is inserted. When the needle is withdrawn, it may cause minor
bleeding (few drops) or a slight bruise. Very occasionally some people report feeling sick or
fainting during treatment, others can feel tired following treatments.

Manual therapy and acupuncture rarely pose a health risk, but if you have any concerns with
regard to this do speak with your physiotherapist, GP or you can discontinue your treatment.

It is essential that you tell us and the physiotherapist if you think you are pregnant.
Your physiotherapist will provide further advice for your comfort and safety as necessary.

The possible benefits

Some participants may feel they have improved with treatment. However, it is not known
which of these treatments may be most beneficial; the intention of this small study is to
inform a potential future large study, so that we may investigate the benefits of each
treatment.

What happens to the data collected about me?

All information collected about you during the course of the study will be kept in strict
confidence. The information, including your questionnaires, is subject to legal requirements
and the Data Protection Act of 1998. The data will be held in a locked secure place in the co-
ordinating centre in the University of York, all data will be kept for a minimum of 7years.
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Only your GP and the principal researchers at The University of York will know which
patients have agreed to be included in the study. Your personal information will not be
disclosed to anyone. Any information about you which is used in reports of the study will be
made completely anonymous and used in such a way that you cannot be identified.

When the study ends?
After the study has ended, additional treatments will not be funded by the research group.
Your GP will be able to advise you on any other treatments that might be available to you.

Results of the research study

The results of this research study should be available in 2012. We will publish the results in
a healthcare journal to provide GPs and other healthcare practitioner’s with information. You
will be able to access the results of this study via the following university webpage:
www.york.ac.uk/healthsciences/trials-unit/painfreelowback

Who reviewed the study?

Before research goes ahead it is checked by a research Ethics Committee. They make sure the
research is fair. The study has been reviewed by the University of York Ethics Committee,
NHS research approval and the Local Research Ethics Committee for the York area.

Further independent information about taking part in research - PALS

For independent information about taking part in research within the NHS, contact your local
Patient Advisory Liaison Service (PALS). For NHS North Yorkshire and York telephone
0800 068800 or email nyy-pct.pals@nhs.net.

Dissatisfaction with the study
If you are dissatisfied with any aspect of this study, you can file a complaint in one of the
following ways:

1. NHS complaints procedure (Tel: 01214 495725 or free phone: 0800 389 8391).
Taking part in this study in no way affects your right to complain about any aspect of
the way in which you have been treated during the course of this study.

2. The Health Professionals Council (HPC) Telephone 0800 328 4218
Email: ftp@hpc-uk.org

3. The Acupuncture Association of Chartered Physiotherapists (AACP) Telephone
01733 390007 email: sec@aacp.uk.com

Who can I contact for further information?

If you would like any further information about study, about manual therapy,
acupuncture or the questionnaires please do not hesitate to contact the study’s chief
investigator Vivienne Fort at The University of York;

Trial Telephone Number: 0800 ******* Telephone number 01904 32****
Email vef500@york.ac.uk

If you would like to write to the research team for any reason, please address your letter to:
Vivienne Fort, Trials Unit, ARRC Building, The University of York, Heslington, York,
YO10 5DD. You can also contact the research team by sending an email to Vivienne Fort;
vef500@york.ac.uk

Thank you for reading this information sheet and taking the time to consider whether to take
part in this study.
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Appendix CT7: Participant consent form — part two

Office Use only Patient ID Number................... Version 1.1 04.04.11
DEPARTMENT OF
HEALTH SCIENCES
THE UNIVERSITYW s
ARRC Building
Heslington
York YO10 5DD
PARTICIPANT CONSENT FORM - PART TWO Direct line: (01904) 321914

Email: vef500@york.ac.uk
A Cohort Investigation and Acupuncture and Manual Therapy Treatment Trial of Individuals
with Low Back Pain.

Please initial
each box

1. I confirm that I have read and understood the information sheet for the above study and have had
the opportunity to consider the information, ask questions and to have them answered satisfactorily.

2. Tunderstand that my participation is voluntary and that I am free to withdraw at any time without
giving any reason or without my medical care and legal rights being affected. I understand that if I
withdraw, I can ask for all record of my contact details to be deleted.

3. I understand that my participation in this study is confidential and that no material which could
identify me will be used in any reports of this study. I give permission for responsible appropriate
individuals working at the University of York to have access to my data.

4. Tagree to my General Practitioner being informed of my participation in this study. I agree if there
are any problems contacting me, my GP should be contacted and asked where appropriate to contact
me and for my address.

5. T agree to this consent form and other data collected on me as part of this research study to be kept
at York Trials Unit, at The University of York. I understand that records relating to me will be kept
confidential. No information will be released or printed that would identify me without my
permission, unless required by law.

6. T understand that the relevant sections of my medical notes and data collected during the study, may
be looked at by individuals from the York Trials Unit, from regulatory authorities or from the NHS
trust, where it is relevant to my taking part in this research. I give permission for these individuals
to have access to my records.

7. T understand that this is a study collecting information by questionnaire every three months and that
there may be the opportunity to be involved in some form of active treatment as part of the study; I
have selected overleaf the treatments I would consider.

8. ITam happy to receive text and email reminders for my questionnaires

9. T agree to take part in the above study.

If you agree to the above nine points, please complete the personal details and the options on the reverse
side of this form to select your preference.
Please return this form with the questionnaire in the pre-paid envelope provided.
Your personal information will be kept confidential and will only be used to contact you regarding the
study.
If you have any questions, please contact the chief investigator Vivienne Fort on 01904 32.......

Thank you for your interest in participating in this study.

Please Turn Page Over

554



Consent form two Office Use only Patient ID Number................... Version 1.1 04.04.11

Additional Information:

You have consented and been accepted to be involved in the Cohort part of this study, additionally
you consented to being contacted about the treatment part of this study and have been provided with
additional participant information to explain part two of the study.

You will continue to receive a questionnaire every three months for an 18 month period to ask you
about you pain and if you have seen your GP or used any other treatments or received treatment
through the study.

We would also like to evaluate some treatments for low back pain, in part two of this study. Please
review the list below and select which parts of this study, if any, you would be interested in being
involved in by initialling the box. Please select as many or as few as you like;

PLEASE NOTE: WE NEED YOU TO INITIAL THE BOX YOU SELECT, NOT TICK.

Yes / No

1. Tam happy to continue to receive a regular questionnaire (e.g. every three
months) about my low back pain as part of the cohort study.

2. Tam happy to consider receiving;
a) Manual therapy by a physiotherapist

b) Acupuncture by a physiotherapist

c¢) Acupuncture and Manual therapy
by a physiotherapist.

3. Tdo not want to receive any further information or be part of this study.

If you would like to give a reason for initialling ‘No” for the options above, please feel free to do so,
though there is no requirement to give any reason or to return these forms if you do not want to be
part of this study:

Please sign below to confirm you are happy with the above information above and the selections you
have initialled:

Signature: Date:
Title: Date of Birth:
Forename(s):
Signature:
Surname:
Address: Date:
Email:

Telephone number:
(Including dialling code)

POSTCODE: Mobile Number:
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Appendix C8 — Pre Screen Questionnaire booklet

=

Confidential

THE UNIVERS]TYW 1

The Department of Health Sciences

Low Back Pain Study

Pre Screen Questionnaire

To be completed by the participant prior to entering the research study

For office use only

Participant ID Number:

Date Sent:

day

month

year

I_ Version 1
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PLEASE READ ALL THE INSTRUCTIONS BEFORE COMPLETING THE QUESTIONNAIRE

Thank you for agreeing to take part in this study. This is the pre-screening questionnaire, which
tells us about you at the time you enter the study.

Please answer ALL the questions. Although it may seem that questions are asked more than
once, it is still important that you answer every one.

If you find it difficult to answer a question, do the best you can.
Please follow the instructions carefully.

For each section, if you are asked to put a cross in the box, please use a cross rather than a
tick, as if you were filling out a ballot paper.

For example in the following question, if your answer to the question is yes, you should place a
cross firmly in the box next to yes.

Do you drive a car? Yes &
o []

If you are asked to circle a number, please use a circle rather than underlining a number.

For example, in the following question if you are asked 'how happy are you today?' where '1'
is 'very unhappy' and '5' is 'very happy', if you feel neither happy nor unhappy you may wish
to answer 3. You do this by clearly circling the number 3.

1 2 6] 4 5
Very Very
Unhappy Happy

PLEASE USE A BLACK OR BLUE PEN. Please do not use a pencil or any other coloured pen.

Thank you for your help. Please complete all sections in this questionnaire and return it
to us in the pre-paid envelope enclosed

Please enter the date you are completing this / /1210
questionnaire:

day month year
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In this section we would like to know about your back pain. When your back hurts you may find it difficult to do

some of the things you normally do. This list contains some sentences that people have used to describe

themselves when they have back pain. When you read them, you may find that some stand out because they

describe you TODAY.

When you read a sentence that describes you today, place a cross in the box under the 'YES' heading. If the

1

sentence does not describe you, then place a cross under the 'NO' heading, and then go on to the next sentence.

Remember only put a cross under the 'YES' heading if you are sure that the sentence describes you TODAY.

N

10.
1.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.

24.

L

YES
| stay at home most of the time because of my back...........cccccovvvviecciciiiice, |:|
| change position frequently to try and get my back comfortable..............ccccccoeoinnnnnines |:|
| walk more slowly than usual because of my back.............cocooceeinnnriccn |:|

Because of my back, | use a handrail to get upstairs...........ccoovrrrrcccinnnrceeee |:|
Because of my back, | lie down to rest more often...........ooieeiiinnnnceeie |:|
Because of my back, | have to hold onto something to get out of an easy chair.............. |:|
Because of my back, | try to get other people to do things for me.........ccccccovriicinnnnn. |:|
| get dressed more slowly than usual because of my back..........c.coorreciiiiiiiie |:|
| only stand up for short periods of time because of my back.........cccoovvirrciiinnnn |:|
Because of my back, | try not to bend or Kneel down..........ccocevvveieneiireiiscces e |:|
| find it difficult to get out of a chair because of my back...........ccccoovviccinnic |:|
My back is painful almost all the tiMe..........cccoiiiiiii e |:|
| find it difficult to turn over in bed because of my back.............cccooeeiiiinnniiccee, |:|
My appetite is not very good because of my back pain.............ccccooerrrirnnciennnnne |:|
| have trouble putting on my socks (or stockings) because of the pain in my back.......... |:|
| only walk short distances because of my back pain..........c.ccoevirriccninncneenes |:|
| sleep less well because of My DacK.........ccovrirriiiiice s |:|
Because of my back pain, | get dressed with help from someone else..............ccccccuceeeee. |:|
| sit down for most of the day because of my back............ccoovriiiiiiiiniee |:|
| avoid heavy jobs around the house because of my back............ccoorriiciiiiinnnnne |:|
Because of my back pain, | am more irritable and bad tempered with people than usual.. |:|
Because of my back, | go upstairs more slowly than usual...............ccccoeoeoinnniiiccnes |:|
| stay in bed most of the time because of my back.............cccccoirrrriiiiies |:|

Official use only [I:I
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I— For each activity below, please place a cross in the appropriate box that best describes
you and your ability.
(please cross one sentence for each section)

1. Pain Intensity

|:| | can tolerate the pain | have without having to use pain medication.

The pain is bad, but | can manage without having to take pain medication.
Pain medication provides me with complete relief from pain.

Pain medication provides me with moderate relief from pain.

Pain medication provides me with little relief from pain.

I

Pain medication has no effect on my pain.

2. Personal Care (e.g. Washing Dressing)
|:| | can take care of myself normally without causing increased pain.

|:| | can take care of myself normally, but it increases my pain.

|:| It is painful to take care of myself, and | am slow and careful.
|:| | need help, but | am able to manage most of my personal care.
|:| I need help every day in most aspects of my care.

|:| | do not get dressed, | wash with difficulty, and stay in bed.

3. Lifting
|:| | can lift heavy weights without increased pain.
|:| | can lift heavy weights, but it causes increased pain.

|:| Pain prevents me from lifting heaving weights off the floor, but | can manage if the weights are
conveniently positioned (e.g. on a table).

|:| Pain prevents me from lifting heavy weights, but | can manage light to medium weights if they are

conveniently positioned.
|:| | can lift only very light weights.

|:| | cannot lift or carry anything at all.

4. Walking
|:| Pain does not prevent me from walking any distance.

|:| Pain prevents me from walking more than 1 mile. (1 mile = 1.6 km)
|:| Pain prevents me from walking more than 1/2 mile.

|:| Pain prevents me from walking more than 1/4 mile.

|:| | can walk only with crutches or a cane.

|:| | am in bed most of the time and have to crawl to the toilet.

5. Sitting

|:| | can sit in any chair as long as | like.

|:| | can sit in my favourite chair for as long as | like.

|:| Pain prevents me from sitting for more than 1 hour.

|:| Pain prevents me from sitting for more than 1/2 an hour.
|:| Pain prevents me from sitting for more than 10 minutes.

|:| Pain prevents me from sitting at all.

| 4 8518375120 I
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6. Standing
|:| | can stand as long as | want without increased pain.

|:| | can stand as long as | want but my pain increases with time.
|:| Pain prevents me from standing more than 1 hour.

|:| Pain prevents me from standing more than 1/2 hour.

|:| Pain prevents me from standing more than 10 minutes.

|:| | avoid standing because it increases my pain right away.

7. Sleeping

|:| | get no pain when | am in bed.

|:| | get pain in bed, but it does not prevent me from falling asleep.
|:| Because of my pain, my sleep is only 3/4 of my normal amount.
|:| Because of my pain, my sleep is only 1/2 of my normal amount.
|:| Because of my pain, my sleep is only 1/4 of my normal amount.
|:| Pain prevents me from sleeping at all.

8. Social Life
|:| My social life is normal and does not increase my pain.

|:| My social life is normal, but it increases my level of pain.

|:| Pain prevents me from participating in more energetic activities (ex. sports, dancing, etc.)
|:| Pain prevents me from going out very often

|:| Pain has restricted my social life to my home.

|:| I have hardly any social life because of my pain.

9. Traveling

|:| | get no increased pain when traveling

|:| | get some pain while traveling, but none of my usual forms of travel make it any worse.

|:| | get increased pain while traveling, but it does not cause me to seek alternative forms of travel.
|:| | get increased pain while traveling which causes me to seek alternative forms of travel.

|:| My pain restricts all forms of travel except that which is done while | am lying down.

|:| My pain restricts all forms of travel.

10. Employment/Homemaking
My normal job/homemaking activities do not cause pain.
My normal job/homemaking activities increase my pain, but | can still perform all that is required of me.

| can perform most of my job/homemaking duties, but pain prevents me from performing more physically
stressful activities (ex. lifting, vacuuming).

Pain prevents me from doing anything but light duties.

Pain prevents me from doing even light duties.

DOodn

Pain prevents me from performing any job or homemaking chores.
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I— These questions ask for your views about your health. This section will help us _l
keep track of how you feel and how well you are able to do your usual activities.

Answer every question by marking a cross in the appropriate box. If you are unsure
on how to answer a question, please give the best answer you can.

1. In general, would you say your health is:
(please cross one box only)

Excellent Very Good Good Fair Poor

] ] ] ] ]

2. During a typical day does your health limit you in moderate activities, such as moving a
table, pushing a vacuum cleaner, bowling or playing golf? If so, how much?
(please cross one box only)

Yes, limited a lot Yes, limited a little No, not limited at all

3. During a typical day does your health limit you in climbing several flights of stairs?
If so, how much?
(please cross one box only)

Yes, limited a lot Yes, limited a little No, not limited at all

4. During the past 4 weeks, how much of the time have you accomplished less than you would
like in regular daily activities as a result of your physical health?
(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

] ] ] ] ]

5. During the past 4 weeks, how much of the time have you been limited in performing any
kind of work or other regular daily activities as a result of your physical health?
(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

] ] ] ] ]

6. During the past 4 weeks, how much of the time have you accomplished less than you
would have liked in your work or any other regular daily activities as a result of any
emotional problems (such as feeling depressed or anxious)?

(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

[] [] [] [] []
L : omsian_|

561



10.

1.

12.

L

During the past 4 weeks, how much of the time have you done work or other activities less
carefully than usual as a result of any emotional problems (such as feeling depressed or

anxious)?
(please cross one box only)
All of the Most of Some of A little of None of
time the time the time the time the time

] ] ] ] ]

During the past 4 weeks, how much did pain interfere with your normal work (both
outside the home and housework)?
(please cross one box only)

Not at all A little bit Moderately Quite a bit Extremely

This question is about how you feel and how things have been with you during the past 4
weeks. Please give the one answer that comes closest to the way you have been feeling.
How much during the past 4 weeks have you felt calm and peaceful ?

(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

] ] ] ] ]

This question is about how you feel and how things have been with you during the past
4 weeks. Please give the one answer that comes closest to the way you have been
feeling. How much during the past 4 weeks did you have a lot of energy ?

(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

] ] ] ] ]

This question is about how you feel and how things have been with you during the past
4 weeks. Please give the one answer that comes closest to the way you have been
feeling. How much during the past 4 weeks have you felt downhearted and depressed?
(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

] ] ] ] ]

During the past 4 weeks how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting friends, relatives etc.)?
(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

] ] ] ] ]

7 6002375126 I
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YOUR HEALTH IN SUMMARY

By placing a cross in one box in each group below, please indicate which statements
best describe your own health state today.

Mobility

| have no problems in walking about
| have some problems in walking about

| am confined to bed

Self-Care

| have no problems with self-care

| have some problems washing or dressing myself

T N e A I [

| am unable to wash or dress myself

Usual Activities (e.g. work, study, housework, family or
leisure activities)

| have no problems with performing my usual activities

| have some problems with performing my usual activities

LI

| am unable to perform my usual activities

Pain/Discomfort

| have no pain or discomfort
| have moderate pain or discomfort

| have extreme pain or discomfort

Anxiety/Depression

| am not anxious or depressed

| am moderately anxious or depressed

N O N

| am extremely anxious or depressed

©1990 EuroQol Group EQ-5D™ is a trade mark of the EuroQol Group
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Best
imaginable
health state

100

To help people say how good or bad a health state is, we
have drawn a scale (rather like a thermometer) on which
the best state you can imagine is marked 100 and the
worst state you can imagine is marked 0.

We would like you to indicate on this scale how good
or bad your own health is today, in your opinion.
Please do this by drawing a line from the box below to
whichever point on the scale indicates how good or
bad your health state is today.

Your own
health state

today

0

Worst

Office use only lilmalglilnable
ealth state

© 1990 EuroQol Group EQ-5D™ is a trade mark of the EuroQol Group

| 9 0303375124 I
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This section is about health care you have had in the last three months.

Please read each question carefully. For each question, if you have had no treatments or
visits, please enter '0' as indicated. We would like to know about visits to health
professionals for any reason, not just back pain.

Care from your GP's surgery

1. In the last three months, how often have you consulted any of the following at your GP's
surgery?

Your own GP or another GP

ne

If none enter '0

Practice nurse

If none enter '0'

Physiotherapist

If none enter '0'
Other (please specify)

If none enter '0"
Other (please specify)

If none enter 0"

Care from NHS hospitals

2. In the last three months, have you been |:| Yes |:| No
admitted to an NHS hospital as an emergency?

If you have placed a cross in 'Yes' please indicate the number of

times you have been admitted to an NHS hospital as an emergency. If none enter 0"
3. In the last three months, have you been admitted |:| Yes |:| No
to an NHS hospital NOT as an emergency?

If you have placed a cross in 'Yes' please indicate the number of times
you have been admitted to an NHS hospital not as an emergency. If none enter '0'

4. Inthe last three months, how often have you been seen by a doctor
at an NHS hospital outpatient clinic?

If none enter '0'

I_ 10 0134375126 J
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Care from NHS hospitals

5. In the last three months, how often have you been seen by any other health professionals

in an NHS hospital?
Physiotherapist
If none enter '0'
Other (please specify)
If none enter '0'
Other (please specify)

If none enter ‘0"

Private Treatments

6. In the last three months, have you been |:| Yes |:| No
admitted to a private hospital?

If you have placed a cross in 'Yes' please indicate the number of
times you have been admitted to a private hospital. If none enter 0"

7. Inthe last three months, how often have you consulted other private health care
professionals?

Doctor

ne

If none enter '0

Physiotherapist, Chiropractor or Osteopath

If none enter ‘0"

Other (please specify)

If none enter '0"

Other (please specify)

If none enter '0'

I_ 11 9777375128 J
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Your Pain, Symptoms and Information

1. Please colour / shade the body chart below to provide a visual presentation of where you
feel your pain:

2. Pain Scale

Using the scale below please place a single cross to mark how your pain level is most of
the time.

W :
||||||||||||||||||||||1||||||||||||||||||||||||[|||||||[|||||||||||||||||||1|||||||1|||||||||||||||| orst pain

o
Pain imaginable

0 10 20 30 40 5 60 70 80 90 100

(For office use only)

I_ 12 7310375129 J
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3. Describe in words how your pain feels to you?

4. For my low back pain:

| have tried....

a) Manual therapy by a physiotherapist

b) Acupuncture by a physiotherapist

c) Acupuncture and Manual therapy by

a physiotherapist

d) Group exercise

e) Pilates

f) Yoga

g) Alexander technique

Other treatments (please specify):

Yes

/

No

| would consider....

Yes |/ No

5. Is there any other information you would like to provide about any treatment you have had,
activity your have done or things you have tried specifically for your low back pain and how

these have helped or not helped you:

Thank you for completing this questionnaire

13

1608375123 I
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Appendix C9 — Six month Questionnaire booklet

b THE UNIVERSITY 0F o7k %

Confidential The otk

Low Back Pain Study

Six Month Questionnaire

I

For office use only

Participant ID Number: I I || l I I I

Date Sent: l I |/| l I/ 2 OI I I
day month year

I Version 1 5345067482 I
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PLEASE READ ALL THE INSTRUCTIONS BEFORE COMPLETING THE QUESTIONNAIRE

Thank you for agreeing to take part in this study. This is the eighteen month and final
questionnaire, which tells us about how you are now.

Thank you so much for all your time and participation in our study.

Please answer ALL the questions. Although it may seem that questions are asked more than
once, it is still important that you answer every one.

If you find it difficult to answer a question, do the best you can.
Please follow the instructions carefully.

For each section, if you are asked to put a cross in the box, please use a cross rather than a
tick, as if you were filling out a ballot paper.

For example in the following question, if your answer to the question is yes, you should place a
cross firmly in the box next to yes.

Do you drive a car? Yes VA

No [ ]

If you are asked to circle a number, please use a circle rather than underlining a number.

For example, in the following question if you are asked 'how happy are you today?' where "1
is 'very unhappy' and '5' is 'very happy', if you feel neither happy nor unhappy you may wish
to answer 3. You do this by clearly circling the number 3.

1 2 ) 4 5
Very Very
Unhappy Happy

PLEASE USE A BLACK OR BLUE PEN. Please do not use a pencil or any other coloured pen.

Thank you for your help. Please complete all sections in this questionnaire and return it
to us in the pre-paid envelope enclosed

Please enter the date you are completing this | l ] / | | l / |2 | O‘ | |
questionnaire:

day month year

2 0336332561 |
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I—_ In this section we would like to know about your back pain. When your back hurts you may find it difficult to do _I
some of the things you normally do. This list contains some sentences that people have used to describe
themselves when they have back pain. When you read them, you may find that some stand out because they
describe you TODAY.
When you read a sentence that describes you today, place a cross in the box under the "YES' heading. If the
sentence does not describe you, then place a cross under the 'NO" heading, and then go on to the next sentence.

Remember only put a cross under the 'YES' heading if you are sure that the sentence describes you TODAY.

YES NO
1. 1stay at home most of the time because of My DacK.........ooiiiniiiiiens I:l |:I
2. | change position frequently to try and get my back comfortable...........oiiennrninnns D D
3. 1 walk more slowly than usual because of my back.........cccniiiiin l__—| l____]

4. Because of my back, | am not doing any of the jobs that | usually do around the house.. l:]

22. Because of my back pain, | am more irritable and bad tempered with people than usual.. l_—__|

23. Because of my back, | go upstairs more slowly than usual...........ccoocoriinnine D

24. | stay in bed most of the time because of My back..........c..c.ci . D

Official use only I:]j
I 3 7403332563

[]
5. Because of my back, | use a handrail to get upstairs..........oooiiies D D
6. Because of my back, | lie down to rest more Often......co.ocvuwesereiisrssirsrme e D L—_]
7. Because of my back, | have to hold onto something to get out of an easy chair............... |:| D
8.  Because of my back, | try to get other people to do things FOT M@ crereerreerie e I::l D
9. |getdressed more slowly than usual because OF MY DACK. . eevvocremnsevrrsnnsemnsssssssssssssssss D D
10. 1 only stand up for short periods of time becéuse of My back.....cccooveniriiiiiiiiieine D D
11. Because of my back, | try not to bend or kneel down..........c.oooviiiiimi D |:|
12. | find it difficult to get out of a chair because of My back..........oooeiiiiie I:l D
13. My back is painful almost all the time..........coeeiii D D
14. | find it difficult to turn over in bed because of MY DACK.........ecerwriruiimiemeciierresseenias D D
15. My appetité is not very good because of my back pain..........cocoeiiiin [:I [:I
16. | have trouble putting on my socks (or stockings) because of the pain in my back........... D L—_J i
17. 1 only walk short distances because of my back pain............coomii D D |
18. |sleep less well because of My back......coooieii D D
19. Because of my back pain, | get dressed with help from someone else...........c..cocovrininnes l—_—l D
20. | sit down for most of the day because of my back..........c.coorin, D D
21. 1 avoid heavy jobs around the house because of My DACK.........oovreiiiiniinicnns D D

[]

[]

[]

_
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r_ For each activity below, please place a cross in the appropriate box that best describes _-I
you and your ability. .
(please cross one sentence for each section)

1. Pain Intensity

D | can tolerate the pain | have without having to use pain medication.

The pain is bad, but | can manage without having to take pain medication.
Pain medication provides me with complete relief from pain.

Pain medication provides me with moderate relief from pain.

Pain medication provides me with little relief from pain.

Pain medication has no effect on my pain.

noooo

2. Personal Care (e.g. Washing Dressing)
D | can take care of myself normally without causing increased pain.

I:l | can take care of myself normally, but it increases my pain.
D It is painful to take care of myself, and | am slow and careful.
D | need help, but | am able to manage most of my personal care.
D | need help every day in most aspects of my care.

D | do not get dressed, | wash with difficulty, and stay in bedﬂ.

3. Lifting
l:l | can lift heavy weights without increased pain.

D | can lift heavy weights, but it causes increased pain.

D Pain prevents me from lifting heaving weights off the floor, but | can manage if the weights are
conveniently positioned (e.g. on a table).
D Pain prevents me from lifting heavy weights, but | can manage light to medium weights if they are
conveniently positioned. '

D | can lift only very light weights.

D | cannot lift or carry anything at all.

4. Walking
D Pain does not prevent me from walking any distance.

[—__' Pain prevents me from walking more than 1 mile. (1 mile = 1.6 km)
D Pain prevents me from walking more than 1/2 mile.

D Pain prevents me from walking more than 1/4 mile.

I:l | can walk only with crutches or a cane.

D | am in bed most of the time and have to crawl to the toilet.

5. Sitting

D | can sit in any chair as long as | like.

D | can sit in my favourite chair for as long as | like.

D Pain prevents me from sitting for more than 1 hour.

D Pain prevents me from sitting for more than 1/2 an hour.
D Pain prevents me from sitting for more than 10 minutes.

I____] Pain prevents me from sitting at all.

| 4 8992332567 l
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6. Standing
|:| | can stand as long as | want without increased pain.

[:| | can stand as long as | want but my pain increases with time.
D Pain prevents me from standing more than 1 hour.

I:] Pain prevents me from standing more than 1/2 hour.

D Pain prevents me from standing more than 10 minutes.

l:[ | avoid standing because it increases my pain right away.

7. Sleeping |
D | get no pain when | am in bed.

D 1 get pain in bed, but it does not prevent me from falling asleep.
D Because of my pain, my sleep is only 3/4 of my normal amount.
D Because of my pain, my sleep is only 1/2 of my normal amount.
D Because of my pain, my sleep is only 1/4 of my normal amount.

D Pain prevents me from sleeping at all.

8. Social Life -
My social life is normal and does not increase my pain. |

My social life is normal, but it increases my level of pain.
Pain prevents me from participating in more energetic activities (ex. sports, dancing, etc.)

Pain prevents me from going out very often.

I

Pain has restricted my social life to my home.
[l | have hardly any social life because of my pain.

9. Traveling
]:I | get no increased pain when traveling. i

EI | get some pain while traveling, but none of my usual forms of travel make it any worse.

D | get increased pain while traveling, but it does not cause me to seek alternative forms of travel.
|:] | get increased pain while traveling which causes me to seek alternative forms of travel.

[:l My pain restricts all forms of travel except that which is done while | am lying down.

D My pain restricts all forms of travel.

10. Employment/Homemaking
My normal job/homemaking activities do not cause pain.

My normal job/homemaking activities increase my pain, but | can still perform all that is required of me.

| can perform most of my job/homemaking duties, but pain prevents me from performing more physically
stressful activities (ex. lifting, vacuuming).
Pain prevents me from doing anything but light duties.

Pain prevents me from doing even light duties.

Pain prevents me from performing any job or homemaking chores.

5 6961332561 I
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These questions ask for your views about your health. This section will help us -_|
keep track of how you feel and how well you are able to do your usual activities.

Answer every question by marking a cross in the appropriate box. If you are unsure
on how to answer a question, please give the best answer you can.

1. In general, would you say your health is:
(please cross one box only)

Excellent Very Good Good Fair Poor

L] L] L] L] ]

2. During a typical day does your health limit you in moderate activities, such as moving a
table, pushing a vacuum cleaner, bowling or playing golf? If so, how much?
(please cross one box only)

Yes, limited a lot Yes, limited a little No, not limited at all

in climbi i irs?
3. During a typical day does your health limit you in climbing several flights of stairs?

If so, how much?
(please cross one box only)

Yes, limited a lot Yes, limited a little No, not limited at all

4. During the past 4 weeks, how much of the time have you accomplished less than you would
like in regular daily activities as a result of your physical health?
(please cross one box only)

All of the Most of Some of A littie of None of
time the time the time the time the time

] L] ] [ ]

5. During the past 4 weeks, how much of the time have you been limited in performing any
kind of work or other regular daily activities as a result of your physical health?
(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

[ Il ] ] ]

6. During the past 4 weeks, how much of the time have you accomplished less than you
would have liked in your work or any other regular daily activities as a result of any
emotional problems (such as feeling depressed or anxious)?

(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

L] [] L] [] L]
L : —
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7. During the past 4 Weeks, how much of the time have you done work or other activities less
carefully than usual as a result of any emotional problems (such as feeling depressed or

anxious)?
(please cross one box only)
Ali of the Most of Some of A little of None of
time the time the time the time the time

[] [] [] [] L]

8. During the past 4 weeks, how much did pain interfere with your normal work (both
outside the home and housework)?
(please cross one box only)

Not at all A little bit Moderately Quite a bit Extremely

ut how you feel and how things have been with you during thefpaTt 4
weeks. Please give the one answer that comes closest to the way yog have been feeling.
How much during the past 4 weeks have you felt calm and peaceful 7

(please cross one box only)

All of the Most of Some of A Iittl_e of Nong of
time the time the time the time the time

[] [] [ ] [] L]

- 10. This question is about how you feel and how things have been with you during the past
4 weeks. Please give the one answer that comes closest to the way you have been
feeling. How much during the past 4 weeks did you have a lot of energy ?

(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

[] [] ] [ ] ]

11. This question is about how you feel and how things have been with you during the past
4 weeks. Please give the one answer that comes closest to the way you have been
feeling. How much during the past 4 weeks have you felt downhearted and depressed?
(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

[] [] ] [] L]

12. During the past 4 weeks how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting friends, relatives etc.)?
(please cross one box only)

All of the Most of Some of A little of None of
time the time the time the time the time

R i R o R R
L : sz _|

9. This question is abo
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I__ YOUR HEALTH IN SUMMARY

By placing a cross in one box in each group below, please indicate which statements
best describe your own health state today.

Mobility

| have no problems in walking about
| have some problems in walking about

| am confined to bed

Self-Care

| have no problems with self-care

| have some problems washing or dressing myself

OO0 Gd

| am unable to wash or dress myself

Usual Activities (e.g. work, study, housework, family or
leisure activities)

I have no problems with performing my usual activities
| have some problems with performing my usual activities

| am unable to perform my usual activities

Hnn

Pain/Discomfort

| have no pain or discomfort
| have moderate pain or discomfort

| have extreme pain or discomfort

Anxiety/Depression

| am not anxious or depressed
| am moderately anxious or depressed

| am extremely anxious or depressed

[ e A [

© 1990 EuroQol Group EQ-5D™ is a trade mark of the EuroQol Group

| 8 4587332563 l
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To help people say how good or bad a health state is, we
have drawn a scale (rather like a thermometer) on which
the best state you can imagine is marked 100 and the
worst state you can imagine is marked 0.

We would like you to indicate on this scale how good
s or bad your own health is today, in your opinion.
% . Please do this by drawing a line from the box below to
i whichever point on the scale indicates how good or
bad your health state is today.

Your own
health state

today

Office use only

© 1990 EuroQol Group EQ-5D™ is a trade mark of the EuroQol Group
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This section is about health care you have had in the last three months.

Please read each question carefully. For each question, if you have had no treatments or
visits, please enter '0' as indicated. We would like to know about visits to health

professionals for any reason, not just back pain.

Care from your GP's surge

1.

In the last three months, how often have you consulted any of the following at your GP's

surgery?

Your own GP or another GP
Practice nurse
Physiotherapist

Other (please specify) l

Other (please specify) l

]

If none enter ‘0’

If none enter '0'

If none enter ‘0"

If none enter '0'

Care from NHS hospitals

2.

In the last three months, have you been D Yes
admitted to an NHS hospital as an emergency?

If you have placed a cross in 'Yes' please indicate the number of
times you have been admitted to an NHS hospital as an emergency.

In the last three months, have you been admitted DYGS
to an NHS hospital NOT as an emergency?

If you have placed a cross in 'Yes' please indicate the number of times
you have been admitted to an NHS hospital not as an emergency.

In the last three months, how often have you been seen by a doctor
at an NHS hospital outpatient clinic?

10

If none enter 0'

[ no

If none enter ‘0"

[ Jno

If none enter ‘0’

If none enter ‘0’

7027332565 l
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Care from NHS hospitals

5.

In the last three months, how often have you been seen by

in an NHS hospital?

Physiotherapist

Other (please specify) |

-

any other health professionals

If none enter ‘0"

Other (please specify) l

]

If none enter '0'

[ 1]

Private Treatments

6.

in the last three months, have you been admitted to a

rivate hospital?

D Yes

If you have placed a cross in 'Yes' please indicate the number of

times you have been admitted to a private hospital.

If none enter.'0’

[ no

If none enter '0'

In the last three months, how often have you consulted other private health care

professionals?

Doctor

Physiotherapist, Chiropractor or Osteopath

Other (please specify) I

If none enter '0'

If none enter '0'

Other (please specify) L

If none enter '0'

11

If none enter '0'
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Your Pain, Symptoms and Information

1. Please colour / shade the body chart below to provide a visual presentation of where you
feel your pain:

2. Pain Scale

Using the scale below please place a single cross to mark how your pain level is most of

the time.
No ‘ Worst pain
Pain nnlnnlnulnn unfnufunjunfnafefuapmuajoafuafung oot imaginable

0 10 20 30 40 50 60 70 80 90 100

[:I:D (For office use only)
I_ 12 2144332560 _,
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3. Describe in words how your pain feels to you?

4. For my low back pain:

| have tried.... Yes / No  Iwould consider... Yes / No
a) Manual't‘herapy by a physiotherapist
b) Acupuncture by a physiotherapist
¢) Acupuncture and Manual therapy' by

a physiotherapist

d) Group exercise

e) Pilates

f) Yoga

g) Alexander technique

1O O 0O 0O

OO0 o bt

OO0 onDd
oo dd

Other treatment; (please specify): I

5. lIs there any other information you would like to provide about any treatment you have had,
activity your have done or things you have tried specifically for your low back pain and how
these have helped or not helped you:

Thank you for completing this questionnaire

13 0582332564 I
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Appendix C10 — Physiotherapy Health Screening Questionnaire and assessment

HEALTH SCREENING QUESTIONNAIRE

Patient Name: Date of Birth:
Address:
Home telephone number:
Postcode:
Email Address: Mobile telephone number:
(Please tick)
YOUR GENERAL HEALTH YES NO

| Are you diabetic?
Are you epileptic?
Do you suffer from heart problems e.g. angina, heart valve problems or have a pacemaker?

Does anyone in your family have a history of heart problems?

v A W N

Do you have any circulatory problems, such as high or low blood pressure or a history of DVT, blood
clots or pulmonary embolism?
Does anyone in your family have a history of DVT, blood clots or pulmonary embolism?

Do you take any medication to thin your blood e.g. aspirin, heparin. warfarin?

Have you ever been on long term steroids, performance enhancing medication or supplements to
thicken your blood?
9 Do you have any chest or breathing problems such as asthma, COPD or emphysema?

10 Have you ever been diagnosed as having TB or an infectious disease?

Il Have you ever been diagnosed or treated for cancer?

12 Have you ever undergone treatment such as chemotherapy or radiotherapy?
13 Have you experienced any sudden weight loss?

14 Have you ever been diagnosed with osteoporosis?

15 Have you had any fractures within the last 5 years or related to the condition you have a problem with
now?
16  Have you had any recent x-rays, scans or blood tests

17 Do you have any allergies?
18  Have you ever been diagnosed with osteoarthritis or rheumatoid arthritis?
19 Does anyone in your family suffer from arthritis or are you aware of any history of family iliness?

20 Have you had any operations ( If yes please specify):

21 Please list any medication you are currently taking (including contraceptives and painkillers).

22 Please list any other problems that you may have or are being treated for that have not been mentioned:

23 Please list below your GP’s name, address and postcode:

DECLARATION
The information provided above is to the best of my knowledge true and accurate. | have read the above and confirm that | do not suffer
from any medical condition that will prevent me from having physiotherapy treatment.

| hereby give my consent for physiotherapy treatment. | also give my consent for you to contact my GP after discharge with details of my
physiotherapy treatment.

Print Name: Signed: Date:
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Appendix C11 — Physiotherapy LBP assessment form

Date:

Name:

Telephone Number:

Mobile Number:

Present Condition:

PHYSIOTHERAPY LUMBAR

Patient D.O.B:

ASSESSMENT

Insurance Details:

Social Occupation:

Hobbies/ Activities:

Aggravating factors:

Easing Factors

24 Hour Behaviour:

PM Hx/ SQ:

nm=<

oz

Health Questionnaire

Sleep Affected

In good General
Health

Nausea

Pins and Needles

Numbness

Ataxia

Cough/ Sneeze

Saddle Anaesthesia

Bladder or Bowel
Changes

COMMENTS

Previous Relevant Injuries/ Pain:
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PHYSIOTHERAPY
LUMBAR OBJECTIVE ASSESSMENT

Continuation sheet no: Date: Patient Name: Date of Birth:
Observation: Neural Tension Tests:
SLR
AROM: Neurological Tests: SLUMP
Flex Myotomes
SIJ: STORK TEST
Extension Dermatomes
Right SF Reflexes Core stability/ Muscle strength:
Left SF Pulses
Mark Area:
. Pain Analysis:
Palpation: Fonids
Stiff X ®

Muscle Spasm Z

C

Problems/ Plan:

Problem List Goals/ SMART Objectives | Treatment Plan

1)

2)

|
|

3)

Outcome Measures:

Rx:

| I I
Ln-hwl\)—ss—\acOOJ\lmmth—A\lmmth—\
[ | -
|

|
|

Rx Outcomes:

ed

~ A7 Mumaharn: Drattan Datarharaiinh DFE2 81 A
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Appendix C12 — Safety reporting flowchart (NIHR, 2017)

Safety reporting flowchart Qﬁj
SYMONS

Adverse Event Reporting: UK Open Label Trial SO T AT

Clinical Research Consultaney
Pl assesses causality’
Adverse Event/Reaction
PI . Not (AE/R)
assesses seriousness serious? Pl records and notifies

sponsor as per protocol
Serious SAE/R

‘Non-Expeditable’ (SAE/R)

Pl records and notifies
sponsor as per protocol

Pl checks protocol to confirm whether

%J

SAE/R requires expedited reporting

YES

Pl notifies sponsor of SAE/R within 24 hours

Serious Adverse Event

g Unrelated to (SAE)
’ 3
Sponsor’s assessment of causality IMP Sponsor keeps records and

follows up until resolution

|

Related to IMP
Suspected Unexpected
. . Serious Adverse Reaction
Serious Adverse Reaction (SAR) (SUSAR)
Sponsor to report to MHRA

and Ethics Committee:

J

Sponsor’s assessment of expectedness ) ,
Unexpected - Fatal or life threatening
SUSARSs within 7 days

using the RSI*
« All other SUSARs within 15

SUSARSs reported to Pls as

per protocol

Expected Serious Adverse Reaction (SAR)

Sponsor keeps records and follows up until resolution

r Adverse Event (AE): + results in persistent or significant disability or 1
Any untoward medical occurrence in a clinical trial incapacity,
subject administered a medicinal product and which does ¢ is a congenital anomaly or birth defect,
not necessarily have a causal relationship with this + any other safety issues considered medically
treatment. important.
Adverse Reaction (AR): PI should actively seek follow-up information on

is related (a reasonable causal relationship) to any dose

administered. Footnotes

1Pl or delegate.

2 Notable or safety critical events must be reported as per
protocol.

Serious Adverse Event/Reaction (SAE/R):
Results in death,

cs Ilfe.-threaterIlng, . . _ 3 Sponsor cannot downgrade the PI's causality assessment,
» requires hospitalisation or prolongation of existing but can upgrade it

hospitalisation, 4 Reference Safety Information (RSI) in IB or SmPC.

I
I
I
I
: Any untoward and unintended response to an IMP which  reported SAE/Rs.
I
I
I
I
I
I
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Appendix D: Results Charts & Sample size raw data:

B Age (mean)
@ Sex (Male %)

Cohort only Nested RCT only

Bar chart showing age and sex demographics of cohort and nested RCT

study

B Mean age

@ Percentage
male
participants

Bar chart showing baseline mean age distribution across groups
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E Cohort only
@ Pilot trial only

RMDQ MODI

Bar chart showing baseline results of the objective measures

Sample size raw data:
PS1 input data info: Sample size calculation.

o Selected — t-test

o [nputted - Sample size
e Design — Independent
o Input (alpha) - 0.05

e Delta- 1.5

o Within S.D -5

e Power - 0.9

o M—1
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Appendix E — Systematic Review Documentation
Appendix E0: Systematic Review Protocol

Acupuncture Versus Manual Therapy for the Treatment of Low Back

Pain. A Systematic Review

Review Question:

1. To determine the effectiveness of acupuncture versus manual therapy
for LBP

2. To determine the available literature on acupuncture and manual therapy

for LBP

Methodology:
The review will be conducted following the PRISMA statement (Liberati,

2009) to ensure transparency and completeness of the review.

Searches:

A comprehensive computerised search of databases will be conducted
(EBSCOhost, ProQuest, SIGLE, HSRProj, CENTRAL, ACULARS,
Acubriefs, Clinical trials and ISRCTN register).

The search terms will be adjusted according to the indexing of each
database to ensure all available appropriate studies are identified,
following the Cochrane Back Review Group (CBRG). Tables of database

search results will be produced so searches can be replicated.

Types of studies included:
The inclusion of studies will follow the PICOS criteria:
e Population:  Persons suffering low back pain
o [Interventions: Acupuncture versus manual therapy
o Control: Each intervention acting as a control for the other
with or without an additional control group
o Qutcome: Reduction of pain, improvement in function

o Study design: Randomised controlled trials

(Stone, 2002)
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Population:
Studies of adult participants of all genders aged between 18 - 65 years with

a diagnosis of ‘non-specific’ LBP will be included.

Studies where a diagnosis of ‘non-specific’ LBP of the population was
determined by a General Practitioner (GP) or other healthcare practitioner
(Physiotherapist, Osteopath, Chiropractor, Nurse practitioner) only were
included to ensure appropriate screening had been conducted and an

accurate diagnosis determined.

‘Non-specific’ Low Back Pain; = a musculoskeletal problem, not

attributable to a specific pathology (Milczarek, 2009).

Trials investigating any one or more of acute (one to six weeks), sub-acute
(six to twelve weeks) and chronic LBP (more than twelve weeks)
(Milczarek, 2009) will be included, to be inclusive of the population of
LBP sufferers.

Intervention and Control:
RCTs comparing the use of acupuncture with manual therapy for the

treatment of LBP will be selected for this review.

Both the acupuncture and manual therapy interventions in any selected
studies will be required to be conducted by a suitably qualified health care
professional, trained in their respective field. Each intervention will act as

a control to the other, with or without an additional control group.

Acupuncture will be restricted to ‘real acupuncture’ defined as the
insertion of an acupuncture needle into specific acupuncture points (WHO,
2002). The style of acupuncture will not be limited for this review to
ensure completeness of trial information. If more than one type of
acupuncture or two acupuncture arms are studied they will be included if

an appropriate comparator arm is also apparent.

Studies of acupuncture with non-penetrating needles, acupressure and

laser acupuncture will be excluded.

589



Some acupuncture trials may have considered manual therapy /
physiotherapy as ‘usual care’ or as a control arm; RCTs using this design
will be considered for the review if the intervention included the use of

manual therapy.

Manual therapy; incorporates mobilisation, therapeutic massage and
manipulation treatments, all these interventions will be included under the

classification of manual therapy:

e Mobilisation, Joint and soft tissue movement within normal range
e Massage; Manual manipulation or mobilisation of soft tissues
e Manipulation; Low amplitude, high velocity movement taking

Jjoints beyond normal range

(NICE guidelines, 2009)

Studies of all these types of manual therapy will be included. Studies using
mechanical devices to deliver manual therapy or light touch / sham manual

therapy techniques will be excluded.
Outcomes:

Studies will be included if a primary outcome measure focused on ‘Pain
Intensity’, ‘Quality of Life’, ‘Functional Status’ or ‘Occupational Status’.
These are considered to be key areas of focus in the discipline of LBP and
are important areas of attention for patients with LBP (Maughan and

Lewis, 2010; Furlan et al. 2008).
Primary outcomes:

e Quality of Life: eg. EQ5D, SF-36, SF-12, Patient self-efficacy
questionnaire (PSEQ)

o Functional status, e.g. Roland Morris disability scale, Oswestry
disability index, Quebec back pain disability scale, SF-36, Sickness
impact profile, Patient Specific Functional Scale (PSF'S)

o Occupational status, e.g. Return to work status, number of sick
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days off work

e Pain intensity;, would be included if used in combination with one
of the above measures e.g. Visual analogue scale (VAS), Numerical
pain rating scale, Numerical Rating Scale (NRS), McGill pain

inventory

(Chiarotto et al. 2018; Maughan and Lewis, 2010; Resnik and
Dobrzykoski, 2003; Furlan et al. 2008)

Other outcomes will not be considered for this review; e.g. economic
outcomes, patient satisfaction, adverse reactions, negative consequences
of the interventions, side effects, recurrence, fear avoidance behaviours,
medication, depression e.g. Hamilton depression rating scale (HAMD). If
a primary outcome does not measure quality of life, functional status, pain
intensity, or occupational status, they were excluded. Other measures not
listed above will only considered if they are appropriate to LBP and

evidenced to be reliable, accurate and valid.

Study design:
All randomised controlled trials only comparing acupuncture with manual
therapy for low back pain, published in English will be eligible for

inclusion.

Data extraction:
The first reviewer will generate the electronic search strategies for

EBSCOhost, ProQuest Dialog Healthcare and the other databases.

The database searches and searches of other sources will then be conducted
by the first reviewer. Once the search results are complete, the
identification of potential studies will be conducted independently by both
reviewers. The titles and abstracts of all studies initially will be carefully
screened by the two reviewers using the piloted study eligibility form and
either excluded or selected to be reviewed as full text. Reasons for

exclusion will be documented
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Selected full texts studies will be independently reviewed, observing the
inclusion and exclusion criteria.  Study eligibility forms will be

independently completed, with reasons for any exclusion provided.

Reasons for excluding studies will be provided to ensure transparency of
the selection process and to limit any bias within the review process.
Consensus will be used for any discrepancies; and arbitration by a third

independent reviewer utilised to resolve any disagreement.

The data extraction form will be piloted to ensure consistency, the

extraction is appropriate, no errors occur and biases excluded.

The two reviewers will independently extract data from the studies
selected for inclusion. The data extraction will incorporated authors, year
of publication, language, setting, country, study information,
methodology, study population, study interventions, study comparisons,
study outcomes, randomisation, blinding, data analysis, data to assess risk

of bias, results, attrition and funding sources.

The objective of two independent reviewers is to reduce the risk of
mistakes, data input errors and any relevant information being missed,

reducing the introduction of bias (Edwards et al. 2002).

Data extraction will be recorded on data extraction forms to ensure
transparency of information, consistency, and reproducibility,
consequently reducing any risk of bias in this review. Any discrepancy
not resolved through discussion, will be arbitrated by a third independent

reviewer, whom also will have the concluding decision.

An attempt to retrieve any missing data will be planned, by contacting the

authors.

If multiple publications of the same study exist, all appropriate information
will be extracted, but the data will be treated as one study and analysed

once.
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Measurement bias can arise due to differences in outcome measurements.
High quality trials provide full descriptions of the criteria for measuring
outcomes and reduce the risk of bias. All selected studies will be reviewed
for their reporting of the measurement outcomes, to assess the quality of

the studies.

Quality assessment:

The assessment of methodological quality including the risk of bias will
be assessed for this review using the 12 criteria recommended by the
Cochrane Back Review Group (CBRG) (Furlan et al; 2009; Bombardier,
Esmail and Nachemson, 1997) and considered design, quality of
methodology, consistency of results, sufficient data, generalizability and
risk of bias. This is considered a comprehensive tool in the field of LBP

and relates to the Cochrane risk of bias tool.

Prior to assessing the selected studies, a pilot process of assessing the
criteria will be performed by both reviewers independently to identify and

address any opportunity for misinterpretation or disagreement.

The 12 criteria will be scored as ‘yes’, ‘no’ or ‘don’t know’ and reported
with reasons for each decision to demonstrate transparency of the
decisions. For this review an RCT will be considered at ‘low risk of bias’
of high quality if it meets criteria ‘A’ (randomisation), ‘B’ (allocation
concealment), ‘C5’ (outcome assessor blinding) and a minimum of three

other criteria.

Due to the nature of many acupuncture and manual therapy RCTs being
pragmatic and blinding of clinicians and patients to treatment intervention
being unrealistic in many studies, criteria ‘C3’ (patient blinding) and
criteria ‘C4’ (clinician blinding) will be interpreted as the clinician and
patient not being informed of the outcome of their intervention in relation

to the study objectives until after analysis of the whole study.

The two reviewers will assess the methodological quality and risk of bias
of the selected studies independently to ensure accuracy, consistency and

transparency of the review, reducing any risk of bias. This assessment will
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be conducted to ensure any studies with serious flaws were excluded from
any meta-analysis, (e.g. exceptionally high attrition rates, or trial
conclusions not supported by the reported statistical results), and also to
grade the quality of the trials from low too high to guide the strengthen of
the evidence presented (Low quality studies with a high risk of bias
fulfilled six or less of the criteria, high quality studies with a low risk of
bias fulfilled seven or more criteria) attrition rate will be also considered

for the risk of bias assessment.

Studies with low risk of bias will be included in any pooling or meta-
analysis of the results, any studies of low quality and a high risk of bias
will be considered further before any inclusion or rejection from pooling
or meta-analysis, a sensitive analysis may be considered if appropriate

(Bland, 2000).

Adequacy of interventions:

The adequacy of interventions within the selected studies is a subjective
analysis therefore both reviewers will agree on the adequacy in delivery of
the intervention for each included study. The reviewers will hold
extensive knowledge and experience in acupuncture and manual therapy

and will be well informed to assess the adequacy of an intervention.

Each intervention was judged as adequate, moderate or inadequate for the
studies; if any interventions are deemed to be inadequate in their delivery
of the intervention the studies will be excluded from pooling of the results
in a meta-analysis. Adequacy will include the consideration to the type of
treatment, the length of session, the number of treatment sessions, the
period of time they were delivered over and the therapist delivering the

intervention.

Detailed explanations will be provided of the reviewer’s views of any
studies excluded for inadequate interventions. If studies were considered
of moderate adequacy they would be given further consideration in

relation to quality and the other parameters of the systematic review to
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decide if they would be appropriate or not for pooling in a meta-analysis,

with explanations provided.

Clinical Relevance:

An assessment of clinical relevance of the studies will be performed and
discussed. The assessment will be made using an adapted version of the
assessment guide for clinical relevance developed by the Cochrane Back

Review Group (Furlan et al. 2008).

GRADE:
The GRADE framework will be used for the SR to assess the quality and
strength of evidence, and to make recommendations based on the

assessment (GRADE, 2013; Schiinermann et al. 2013).

Data analysis:
Descriptive data will be used to summarise the main characteristics and

conclusions of the studies and these will be presented.

A meta-analysis is regarded as useful tool for a systematic review as it
provides a clear picture of the evidence, provides a common effect of the
study data by pooling the data, and summarises the results of several
studies into one single estimate of treatment effect. The meta-analysis
would consider the interventions comparative to each other to consider any
differences within the study results. Sub-group analyses are not

anticipated as a requirement for this review.

To perform a meta-analysis of the studies for continuous data, the mean,
standard deviation and sample size will be required for each trial for
analysis to occur. If data from a study were inadequate for analysis, the
authors were contacted to request further information (Singh et al. 2017;

Bland, 2000).

For continuous data outcomes, mean difference and standard deviations
will be presented. Any data presented with alternative measurements will
be converted into standard deviations for the pooling of the data for meta-

analysis. Any dichotomous data present was reported as risk ratios or odds
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ratios and their 95% confidence intervals. Inverse variance methods
(Mantel-Haenszel method) will be used for pooling of data where

appropriate (Bland, 2000).

The software package RevMan 5.3 will be used for the meta-analysis. A
common estimate of the mean and standard deviation will be used, and
data presented in other forms was converted to mean values and standard

deviations for each study to provide a common study denominator.
Chi-squared will be calculated as:
O = sum of (study estimate — common estimate / standard error)?

Heterogeneity between the studies will be assessed using 1. The I is the
percentage of variation across the RCTs that is due to heterogeneity rather

than chance (Higgins and Thompson, 2002). I? was calculated as:

P =@Q-d)/0

If heterogeneity / I? were below 50% a meta-analysis will be performed to
pool the data using the fixed effects model. If heterogeneity fell between
50 - 75% then a meta-analysis will be performed using a random effects
model. If heterogeneity rose above 75%, pooling of the results would not
be recommended as it would be invalid to pool the results into a single
summary and a narrative analysis will be provided (Singh, 2017; Gagnier

et al. 2012; Bland, 2000).

If any data is inadequate for analysis, the trial will be excluded from any
pooling of the results and presented descriptively. The extent of attrition
bias and the use of the intention to treat (ITT) analysis to reduce the risk
of attrition bias will be considered for each trial (Torgerson and Torgerson,
2008). Trials utilising ITT will be included, trials not using ITT may
indicate bias and low quality, these trials will be considered for quality,
and attrition levels assessed prior to pooling of any data for a meta-

analysis.
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A sensitivity analysis may be performed if weaker (low quality or very
small) studies looked to be influencing the results; this will be assessed
considering outlying results or substantial differences to other studies. A
sensitivity analysis without these studies will be an efficient way to
consider the influence of quality. An analysis of the stronger evidence
may be useful, to see if the results differ, giving an indication of the
influence of strength of research. If questionable studies exist in the
review, an analysis will be performed without them to assess their
influence on the results. If any treatments were assessed as inadequate, a
sensitivity analysis to investigate the impact of their exclusion will be

conducted to ensure the reviewer’s views had not biased the results.

Outcome measurements will be analysed together at their primary outcome
measurement time point. If the continuous outcome measures were not
measured on the same outcome scale the standardised mean difference
(SMD) will be used. The weighted mean difference (WMD) would be
used to provide a standard unit of measurement for the meta-analysis for
pooling data. They will be weighted by how informative each study is.
Studies would be weighted to reflect their importance, the greater the
sample size the greater the weighting of the trial for the meta-analysis
(Bland, 2000). Forest plots will be presented for the results of any meta-

analysis conducted.

The GRADE assessment will be detailed for the SR and the

recommendations presented.

Dissemination strategy:

It is intended for this review to be published in a high impact journal,
which will access as many doctors, therapists and policy makers as
possible e.g. Lancet, BMJ or JAMA. It would be anticipated that the
review would also be available on the internet. The Centre for Reviews
and Dissemination (CRD) would be contacted for support in dissemination
of the review and aid targeting DARE, NHS EED and the HTA for

inclusion.
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Appendix E1: Search strategy for EBSCOhost

Databases for EBSCOhost included:

AMED (1985 — July 2017)

CINAHL (1981 — July 2017)

CINAHL Plus (1937 - July 2017)

CSP Online Library Catalogue (1937 — July 2017)
Medline (July 2017)

SPORTDiscus (July 2017)

Search specification to include / limit to for all:

Boolean /phrase

Apply equivalent subjects

Apply related words

Also search within full text of articles

Special limiters for AMED

Journal article
Abstract available
English Language

Special limiters for CINAHL

Abstract available

English Language

Human

Exclude MEDLINE records
Journal subset — All
Gender — All

Special Interest — All
Language — English
Clinical queries — All
Publication type — Clinical Trial
Age groups — All Adult
Geographic subset — All

Special limiters for CINAHL plus with Full Text

Abstract available

English Language

Exclude MEDLINE records
Human

Journal subset — Peer reviewed
Publication type — clinical trial
Research Article

Special Interest — All

Clinical queries — All
Randomised controlled trials
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Geographic subset — All
Sex — All

Age groups — All Adult
Language — English

Special limiters for CSP Online Library Catalogue

Publication type — All
Language — English
Catalog Only

Special limiters for MEDLINE

Human

Sex — All

Clinical queries — All

Journal & Citation Subset — All
Language — English

Abstract available

English Language

Review Articles

Age Related — All Adult

Subject Subset — All
Publication type — Journal article

Special limiters for SPORTDiscus

English abstract available

Country — All

Document type — Article

Language — English

Publication type — Academic Journal
Database Subset — All

Search strategy: (In abstract or title)

O 0NN N~

~ o~~~

randomised control trial ‘or’
randomized controlled trial ‘or’
controlled clinical trial ‘or’
randomised ‘or’

randomly in abstract ‘or’

rct

and

Ibp ‘or’

Back Pain ‘or’

Low Back Pain ‘or’

. Lower back pain ‘or’

spinal disease ‘or’

. disc degeneration ‘or’

disc prolapse ‘or’
disc herniation ‘or’
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16. facet joints ‘or’

17. intervertebral disc ‘or’

18. back strain ‘or’

19. dorsalgia ‘or’

20. backache ‘or’

21. lumbar pain ‘or’

22. coccyx ‘or’

23. coccydynia ‘or’

24. sciatica ‘or’

25. sciatic neuropathy ‘or’

26. spondylosis ‘or’

27. lumbago ‘or’

28. radiculopathy ‘or’

29. radicular pain ‘or’

30. non-specific back pain ‘or’
31. nonspecific back pain ‘or’
32. simple back pain ‘or’

33. low back syndrome ‘or’
34. back ‘or’

35. spine ‘or’

36. and

37. acupuncture ‘or’

38. acupuncture therapy ‘or’
39. acupuncture points ‘or’
40. acupuncture analgesia ‘or’
41. dry needling ‘or’

42. dry needle ‘or’

43. acupressure ‘or’

44. indwelling needles ‘or’
45. auricular acupuncture ‘or’
46. needling

47. and

48. manual therapy ‘or’

49. musculoskeletal manipulation ‘or’
50. manipulation ‘or’

51. mobilisation ‘or’

52. mobilization ‘or’

53. physiotherapy ‘or’

54. physical therapy ‘or’

55. osteopathy ‘or’

56. chiropractic ‘or’

57. massage ‘or’

58. soft tissue manipulation ‘or’
59. soft tissue therapy ‘or’

60. trigger point release ‘or’
61. trigger point therapy

62. myofacial release ‘or’

63. soft tissue release ‘or’

64. mobilisation with movement ‘or’
65. mwm ‘or’

66. nag ‘or’

67. snag
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Results from search 04/07/2017

EBSCOhost = 48 results
AMED = 13

MEDLINE = 28
SPORTDiscus = 7
CINAHL =0

All studies reviewed independently by both reviewers.

Duplicates removed.

Appendix E2: Table showing excluded publications by title and abstract

Jinho, L. Shin, J. Lee, Y. Kim, M. Ahn, Y.
Trials 2015. 10/12/2015

Effects of Shinbaro pharmacopuncture in
sciatic pain patients with lumbar disc
herniation: study protocol for a randomized
controlled trial.

Title, author, date Participants Interventions Reason for; Study No:
/conditions exclusion

Schinan, M. Neubauer, B. Pieber, K. Gruber, | Low back pain | Climbing Inappropriate 1/48 SPORT

M. Kainberger, F. Castellucci, C. Olischar, B. intervention Discus

Maruna, A Windhager, R. Sabeti-Aschraf, M. (reviewer

Clinical Journal of Sport Medicine 2016. 26 (3): one only)

199

Climbing has a positive effect on low back pain:

A prospective randomized controlled trial.

Bervoets DC. Luijsterburg PA. J. Alessie JIN. | Musculoskelet | Massage Not RCT 2/48 SPORT|

Buijs, MJ. Verhagen, AP. al disorders Discus

Journal of physiotherapy 2015. 61 (3): 106

Massage therapy has short-term benefits for

people with common musculoskeletal disorders

compared to no treatment: a systematic review.

Furlan, AD. Giraldo, M. Baskwill, A. Irvin, E. | Low back pain | Massage Not RCT 3/48

Imamura, M. MEDLINE

Cochrane Database of Systematic Reviews

2015.

Massage for low back pain.

Southerst, D. Marchand, AA. Cote, P. Shearer, | Thoracic spine| Non-invasive Not RCT 4/48

HM. Wong, JJ. Varatharajan, S. Randhawa, | pain interventions MEDLINE

K. Sutton, D. Yu, H. Gross, DP. Jacobs, C. (reviewer

Goldrub, R. Stupar, M. Mior, S. Carroll, LJ. one only)

Taylor-Vaisey, A.

Journal of Manipulative and Physiological

Therapeutics 2015. 38 (7): 521

The effectiveness of noninvasive interventions

for musculoskeletal thoracic spine and chest

wall pain: a systematic review.

Lee, J. Shin, JS. Lee, YJ. Kim, M. Byung | Lumbar disc| Shinbaro Inappropriate | 5/48

Park, A. Kropf, MA. Shin, BA. Lee, MS. Ha, I. | herniation pharmacupunture | intervention MEDLINE
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Olson, E. Bodziony, M. Ward, J. Coats, J.
Koby, B. Goehry, D.

Journal of Chiropractic Medicine 2014. 13 (4):
230

Effect of lumbar spine manipulation on
asymptomatic cyclist sprint performance and
hip flexibility.

Asymptomatic
cyclist

Manipulation

Inappropriate
condition

6/48 SPORT]
Discus

Llamas-Ramos, R. Pecos-Martin, D. Gallego-
Izquierdo, T. Llamus-Ramos, I. Plaza-
Manzano, G. Ortega-Santiago, R. Cleland, J.
FerANdez-De-Las-PeNas, C.

Journal of Orthopaedic & Sports Physical
Therapy 2014. 44 (11): 852

Comparison of the short-term outcomes
between trigger point dry needling and trigger
point manual therapy for the management of
chronic mechanical neck pain: a randomised
clinical trial.

Neck pain

Acupuncture
and manual
therapy

Inappropriate
condition

7/48 SPORT|
Discus

Shin, YS. Shin, JS. Lee, YJ. Kim, MR. Ahn, YJ.
Park, KB. Shin, BC. Lee, MS. Kim, JH. Cho,
JH. Ha, TH.

Complementary and Alternative
2015. 15 (1): 432

A survey among Korea doctors (KMDs) in
Korea on patterns of integrative Korean
medicine practice for lumbar intervertebral
disc displacement: Preliminary research for
clinical practice guidelines.

Medicine

Disc

Medicine

Not RCT

8/48
MEDLINE

Chen, HM. Wang, HH. Chiu MH. Hu HM.

Journal of American Society of Pain
Management Nurses 2015. 16 (3): 188

Effects of acupressure on menstrual distress
and low back pain in dysmenorrheic young
adult women: an experimental study.

Low back pain

Acupressure

Inappropriate
comparator

9/48
MEDLINE

Sokunbi, OG.
South African journal of Physiotherapy 2014.
70 (2): 4

A pilot study on using acupuncture and core
stability exercises to treat non-specific acute
low back pain among industrial workers.

Low back pain

Acupuncture

Inappropriate
comparator

10/48
AMED

Tellez-Garcia, M. de-liave-Rincon, A. Salom-
Moreno, J. Palacios-cena, M. Ortega-Santiago,
R. Fernandez-de-las-penas, C.

Journal of bodywork & movement Therapies
2015. 19 (3): 464

Neuroscience education in addition to trigger
point dry needling for the management of
patients with mechanical chronic low back
pain: A preliminary clinical trial.

Low back pain

Education & dry
needling

Inappropriate
comparator

11/48
SPORT
Discus

Buselli, P.Bosoni, R. Buse, G. Fasoli, P. La
Scala, E. Mazzolari, R. Zanetti, F. Messina, S.

Trials 2011. 04/10/11

Effectiveness evaluation of an integrated
automatic thermo mechanic massage system in
non-specific sub-acute and chronic low back
pain — a randomized double-blinded controlled
trial, comparing SMATH therapy versus sham
therapy: study protocol for a randomized
controlled trial.

Low back pain

Massage

Inappropriate
comparator

12/48
MEDLINE
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Fiore, P. Panza, F. Castella, G. Russo, A.
Frisardi, V. Solfrizzi, V. Ranieri, M. Di Teo, L.
Santamato, A.

European Journal of Physical and

Rehabilitation Medicine 2011. 47 (3): 367

Short-term effects of high-intensity laser
therapy versus ultrasound therapy in the
treatment of low back pain.

Low back pain

Laser therapy

Inappropriate
intervention

13/48
MEDLINE

McMorland, G. Suter, E. Casha, S. du Plessis,
SJ. Hurlbert, RJ.

Journal of Manipulative & Physiological
Therapeutics 2010. 33 (8): 576-84

Manipulation of microdiskectomy for sciatica?
A prospective randomised clinical study.

Sciatica

Manipulation of
microdiskectomy

Inappropriate
intervention

14/58
MEDLINE

Li, Y.
International Journal of Clinical Acupuncture
2013. 22 (2): 61

Therapeutic effect and blood rheology of
patients with cervical spondylosis treated with
acupuncture combined with massage

Cervical
spondylosis

Acupuncture and
massage

Inappropriate
condition

15/48
AMED

(Reviewer
one only)

Shankar, N. Thakur, M. Tandon, OP. Saxena,
AK. Arora, S. Bhattacharya, N.

Indian Journal of  Physiology and

Pharmacology 2011. 55 (1): 25

Autonomic status and pain profile in patients
with low back pain and following electro
acupuncture therapy: a randomized control
trial.

Low back pain

Electro
acupuncture

Inappropriate
comparator

16/48
MEDLINE

Koog, H. Jin, SS. Yoon, K. Min, B.
Disability & Rehabilitation 2010. 32 (4): 282

Interventions for hemiplegic shoulder pain:
systematic review of randomised controlled
trials.

Hemiplegic
shoulder pain

Interventions

Inappropriate
condition

17/48
SPORT
Discus

Ding, Q. Yan, M. Zhou, J. Yang, L Guo, J
‘Wang, J. Shi, Z. Wang, Y. Zhao, H.

Journal of Traditional Chinese Medicine 2012.
32 (3): 388

Clinical  effects of innovative tuina
manipulations on treating cervical spondylosis
of vertebral artery type and changes in
cerebral blood flow.

Cervical spine

Tuin
a

(massage)

Inappropriate
condition

18/48
MEDLINE

Furlan, AD. Imamura, M. Dryden, T. Irvin, E.

Cochrane Database of Systematic Reviews,
2008.

Massage for low back pain.

Low back pain

Massage

Not RCT

19/48
MEDLINE

Kennedy, S. Baxter, GD. Kerr, DP. Bradbury,
I. Park, J. McDonough, SM.

Complementary Therapies in Medicine 2008.
16 (3): 139

Acupuncture for acute non-specific low back
pain: a pilot randomised non-penetrating sham
controlled trial.

Low back pain

Acupuncture only

Inappropriate
comparator

20/48
MEDLINE

Carneiro, KA. Rittenberg, JD.

Physical Medicine & Rehabilitation Clinics of
North America 2010. 21 (4): 777

The role of exercise and alternative treatments
for low back pain

Low back pain

Exercise and
alternative

treatments

Inappropriate
intervention

21/48
AMED
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Thomas, KL. MacPherson, H. Thorpe, L.
Brazier, J. Campbell, M. Fitter, M. Roman, M.
‘Walters, S. Nicholl, JP.

Health Technology Assessment 2005. 9 (32): 1

Longer term clinical and economic benefits of
offering acupuncture care to patients with
chronic low back pain.

Low back pain

Acupuncture

Inappropriate
comparator

22/48
MEDLINE

Myers, SS. Phillips, RS. Davis, RB. Cherkin,
DC. Legedza, A. Kaptchuk, TJ. Hrbek, A.
Buring, JE. Post, D. Connelly, MT. Eisenberg,
DM.

Journal of General Internal Medicine 2008. 23
(2): 148

Patient expectations as predictors of outcome
in patients with low back pain.

Low back pain

Expectations

Inappropriate
intervention

23/48
MEDLINE

Herman, PM. Szczurko, O. Cooley, K. Mills,
EJ. Herman, P. Szczurko, O.Cooley, K. Mills,
EJ.

Alternative Therapies in Health & Medicine
2008. 14 (2): 32

Cost-effectiveness of naturopathic care for
chronic low back pain.

Low back pain

Naturopathic
care

Not RCT

24/48
AMED

Furlan, AD. Brosseau, L. Imamura, M. Irvin,
E.

A systematic review within the framework of
the Cochrane collaboration back review group,
2002.

Massage for low-back pain

Low back pain

Massage

Not RCT

28/48
MEDLINE

Chenot, JF. Becker, A. Leonhardt, C. Keller, S.
Donner-Banzhoff, N. Baum, E. Pfingsten, M.
Hildebrandt, J. Basler, HD. Kochen, MM.

BMC Complementary
Medicine 2007. 7: 42

Use of complementary and alternative
medicine for low back pain consulting in
general practice: a cohort study.

and  Alternative

Low back pain

CAM

Not RCT

30/48
MEDLINE

Leibing, E. Leonhart, U. Koster, G. Rosenfeldt,
JA. Hilgers, R. Ramadori, G.

PAIN 2002. 96 (1-2) 189

Acupuncture treatment of Chronic Low-back
pain — a randomized, blinded, placebo-
controlled trial with 9-month follow-up.

Low back pain

Acupuncture

Inappropriate
comparator

33/48
MEDLINE

Hsieh, LL. Kuo, CH. Lee, LH. Yen, AM. Chien,
KL. Chen, TH.

BMJ (Clinical research Ed.) 2006. 332 (7542):
696

Treatment of low back pain by acupressure
and physical therapy: randomised controlled
trial.

Low back pain

Acupressure

Inappropriate
intervention

34/48
MEDLINE

Muller, R. Giles, LGF.

Journal of Manipulative & Physiological
Therapeutics 2005. 28 (1): 3-11

Long-term follow-up of a randomized clinical
trial assessing the efficacy of medication,
acupuncture, and spinal manipulation for
chronic mechanical spinal pain syndromes.

Spinal
syndromes

pain

Medication,
acupuncture,
and spinal
manipulation

Long term
follow up of
included study -
Duplicate
results

35/48
MEDLINE

Langevin, HM. Bouffard, NA. Churchill DL.
Badger, GL.

Fibroblast

Acupuncture

Not RCT

37/48
AMED
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Journal of Alternative & Complimentary
Medicine 2007. 13 (3): 355
Connective tissue fibroblast response to
acupuncture: dose dependant effect of
bidirectional needle rotation.
Drivdahl, CE. Miser, WF. Family practice| Alternative Not RCT 42/48
The Journal of American Board of Family hcalthicare BALEIDILINE
Practice 1998. 11 (3): 193
The use of alternative health care by a family
practice population
Ernst, E. Pittler, MH. Low back pain | CAM Not RCT 43/48
Journal of Manipulative & Physiological AMED
Therapeutics 1999. 22 (2): 87
Experts’ opinions on complementary/
alternative therapies for low back pain.
Vickers, AJ. Pain Acupuncture Not RCT 44/48
Clinical Journal of Pain 2004. 20 (5): 319 AMED
Statistical reanalysis of four recent randomized
trials of acupuncture for pain using analysis of
covariance
Ernst, E. Low back pain | CAM Not RCT 45/48
European Journal of Physical Medicine & AMED
Rehabilitation, 1998. 8 (2): 53
The use, efficacy, safety and costs of
complementary/alternative therapies for low
back pain.
Richardson, J. N/A Complementary | Not RCT 47/48
Complementary Therapies in Medicine 1995. 3 therapies ALED
(3): 153-7
Complementary therapies on the NHS: the
experience of a new service.
Garvey, TA. Marks, MR. Wiesel, SW. Low back pain | Injection therapy | Inappropriate | 48/48
Spine 1989. 14 (9): 962 intervention MEDLINE
A prospective, randomized, double-blind
evaluation of trigger-point injection therapy
for low back pain

Appendix E3: Table showing excluded publications by full text
Study Participants / | Interventions Reason for | Study No:

conditions exclusion

Eisenberg, DM. Post, DE. Davis, RB. Connelly, | Low back | Complimentary | Inappropriate | 25/48
MT. Legedza, AT. Hrbek, AL. Prosser, LA. | pain therapies comparator MEDLINE

Buring, JE. Inui, TS. Cherkin, DC.
Spine 2007. 15 (2): 151-8

Addition of choice of complementary therapies
to usual care for acute low back pain: a
randomized controlled trial.
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Haake, M. Muller, HH. Schade-Brittinger, C.
Basler, HD. Schafer, H. Maier, C. Endres, HG.
Trampisch, HJ. Molsberger, A.

Archives of Internal Medicine 2007. 167 (17):
1892

German acupuncture trials (GERAC) for low
back pain: randomized, multicentre, blinded,
parallel-group trial with 3 groups.

Low back

pain

Acupuncture

Inappropriate
comparator

26/48
MEDLINE

Prady, SL. Thomas, K. Esmonde, L. Crouch,
S. Macpherson, H.

Acupuncture in Medicine 2007. 25 (4): 121-9

The natural history of back pain after a
randomised controlled trial of acupuncture vs
usual care — long term outcomes.

Back pain

Acupuncture vs
usual care

Inappropriate
comparator

27/48
MEDLINE

Sherman, KJ. Cherkin, DC. Deyo, RA. Erro,
JH. Hrbek, A. Davis, RB. Eisenberg, DM.

Clinical Journal of Pain 2006. 22 (3): 227

The diagnosis and treatment of chronic pain
by acupuncturists, chiropractors and massage
therapists

Low back

pain

Assessment

Not RCT

31/48
MEDLINE

Hsieh, LL. Kuo, C. Yen, M. Chen, TH.
Preventative Medicine 2004. 39 (1): 168-76

A randomised controlled clinical trial for low
back pain treated by acupressure and physical
therapy.

Low back

pain

Acupressure
and  physical
therapy

Inappropriate
intervention

32/48
MEDLINE

Bruce, B. Lorig, K. Laurent, D. Ritter, P.

Patient Education and Counselling 2005. 58
(3): 305

The impact of a moderate e-mail discussion
group on use of complementary and
alternative therapies in subjects with
recurrent back pain.

Low back

pain

CAM

Not RCT

38/48
MEDLINE

Cherkin, DC. Sherman,
Shekelle, PG.

KJ. Deyo, RA.

Annals of Internal Medicine 2003. 138 (11):
898

A review of the evidence for the effectiveness,
safety, and cost of acupuncture, massage
therapy, and spinal manipulation for back
pain.

Back pain

Acupuncture,
massage
therapy,  and
spinal
manipulation

Not RCT

39/48
AMED

Kalauokalani, D. Cherkin, DC. Sherman, KJ.
Koepsell, TD. Deyo, RA.

Spine 2001. 26 (13): 1418-24

Lessons from a trial of acupuncture and
massage for low back pain: patient
expectations and treatment effects...including
commentary by Lurie JD.

Low back

pain

Acupuncture
and massage

Not RCT

40/48
AMED

Murray, K.
Journal of Chiropractic 2004. 41 (1): 50

A randomized trial comparing Medication,
Acupuncture and spinal manipulation.

Low back

pain

Medication,
Acupuncture
and
manipulation

Not RCT

46/48
SPORT
Discus
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Appendix E4: Table showing publications selected for inclusion

Randomized trial comparing traditional Chinese
medical acupuncture, therapeutic massage and
self-care education for chronic low back pain.

Title, authors and date Participants Intervention Outcome | Study No
/ Conditions
Kumnerddee, W. Back pain Massage Included 29/48
q e q MEDLINE

Journal of the Medical Association of Thailand Acupuncture
2009.92 (1): 117
Effectiveness comparison between Thai traditional
massage and Chinese acupuncture for myofascial
back pain in Thai military personnel: a preliminary
report.
Giles, GFL. Muller, R. Chronic Acupuncture, a | Included 36/48
Journal of Manipulative &  Physiological spn:;l pam nor_l-stermdal AMED
Therapeutics 1999. 22 (6): 376-81 syndromes antl-

inflammatory
Chronic spinal pain syndromes: a clinical pilot trial drug, and spinal
comparing acupuncture, a nonsteroidal anti- manipulation
inflammatory drug, and spinal manipulation.
Cherkin, DC. Eisenberg, D. Sherman, KJ. Barlow, | Chronic low | Acupuncture, Included 41/48
W. Kaptchuk, TJ. Street, J. Deyo, RA. back pain Therapeutic AMED
Arch Internal Medicine 2001. 161: 1081 massage and

self-care

Appendix ES: Search strategy for ProQuest Dialog Healthcare

Databases ProQuest Dialog Healthcare included:

o British Nursing Index — 1994 - July 2017
o Allied & Complementary Medicine 1985 — July 2017
o DH-DATA: Health Administration, Medical Toxicology & Environment 1983 —July

2017
o  Medline 1946 —July 2017
o  FEmbase 1947 — July 2017
o  Embase Alert — July 2017

Search specification to include / limit to:

o Abstract included
o Humans

o  Males

o  Females

o C(linical trials

e Not anima trials
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Publication dates:

o All dates
Document type:
o Article

o Conference

o Conference paper

o Conference preceding

o Government and official documents
o [Instructional material/ guideline

e Reference document

Language selection:

English

Duplicate documents not included.

Search strategy: (In abstract or title)

O NS RN W~

~ e~~~ o~

15.

randomised control trial ‘or’
randomized controlled trial ‘or’
controlled clinical trial ‘or’
randomised ‘or’

randomly in abstract ‘or’

rct

and

Ibp ‘or’

Back Pain ‘or’

Low Back Pain ‘or’

. Lower back pain ‘or’

spinal disease ‘or’

. disc degeneration ‘or’

disc prolapse ‘or’
disc herniation ‘or’

16. facet joints ‘or’

17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.

intervertebral disc ‘or’
back strain ‘or’
dorsalgia ‘or’

backache ‘or’

lumbar pain ‘or’

coccyx ‘or’

coccydynia ‘or’

sciatica ‘or’

sciatic neuropathy ‘or’
spondylosis ‘or’

lumbago ‘or’
radiculopathy ‘or’
radicular pain ‘or’
non-specific back pain ‘or’
nonspecific back pain ‘or’
simple back pain ‘or’
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33. low back syndrome ‘or’
34. back ‘or’

35. spine ‘or’

36. and

37. acupuncture ‘or’

38. acupuncture therapy ‘or’
39. acupuncture points ‘or’
40. acupuncture analgesia ‘or’
41. dry needling ‘or’

42. dry needle ‘or’

43. acupressure ‘or’

44. indwelling needles ‘or’

45. auricular acupuncture ‘or’
46. needling

47. and

48. manual therapy ‘or’

49. musculoskeletal manipulation ‘or’
50. manipulation ‘or’

51. mobilisation ‘or’

52. mobilization ‘or’

53. physiotherapy ‘or’

54. physical therapy ‘or’

55. osteopathy ‘or’

56. chiropractic ‘or’

57. massage ‘or’

58. soft tissue manipulation ‘or’
59. soft tissue therapy ‘or’

60. trigger point release ‘or’
61. trigger point therapy

62. myofacial release ‘or’

63. soft tissue release ‘or’

64. mobilisation with movement ‘or’
65. mwm ‘or’

66. nag ‘or’

67. snag

Results from ProQuest search 04/07/2017:

32 results
All studies reviewed independently by both reviewers.
All duplicates were removed.

British Nursing Index: 4

Allied & Complementary Medicine: 5
DH DATA: 1

MEDLINE: 20

Embase: 0

Embase Alert: 2
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Appendix E6: Table showing excluded publications by title and abstract

Study Participants | Interventions | Reason for | Study No:
/ conditions exclusion

Haas, M. Abreu Lourenco, R. Low back | Pharmacologic | Not RCT 1/32

PharmacoEconomics 2015. 33 (6): 561 pamn all mrn e e Embase

Pharmacological Management of Chronic el

Lower Back Pain: A Review of Cost

Effectiveness.

Xu, M. Yan, S. Yin, X. Li, X. Gao, S. Han, R. | Low back | Acupuncture Not RCT 2/32

Wei, L. Luo, W. Lei, G. pain Allied &

American Journal of Chinese Medicine Compleme

2013.41 (1): 1 ntary

Acupuncture for chronic low back pain in Medicine

long-term follow-up: A meta-analysis of 13

randomised controlled trials.

Chen, HM. Wang, HH. Chiu, MH. Hu, HM. | Low back | Acupressure Inappropriate | 4/32

Pain Management Nursing 2015. 16 (3): 188 | P2 comparator British

W.B. Saunders Co. Nursing

Effects of acupressure on menstrual distress I

and low back pain in dysmenorrheic young

adult women: an experimental study.

Close, C. Sinclair, M. Liddle, S. D. Madden, | Low back | CAM Not RCT 5/32

E. McCullough, J. pain British

Journal of Advanced Nursing 2014. 70 (8): Nursing

1702 Wiley-Blackwell Publishing Ltd. Index

A systematic review investigating the

effectiveness of Complementary and

Alternative Medicine (CAM) for the

management of low back and/or pelvic pain

(LBPP) in pregnancy.

Lewis, RA. Williams, NH. Sutton, | Sciatica Management Not RCT 6/32

AJ. Burton, K. Din, NUD. Matar, strategies MEDLINE

HE. Hendry, M. Phillips, CJ. Nafees,

S. Fitzsimmons, D. Rickard, I. Wilkinson, C.

Spine Journal 2015. 15 (6): 1461

Comparative clinical effectiveness of

management  strategies for sciatica:

systematic review and network meta-

analyses.

Mejuto-Vazquez, MJ. Salom-Moreno, J. | Neck pain Dry needling Inappropriate | 7/32

Ortega-Santiago, R. Truyols-Dominguez, S. condition MEDLINE

Fernandez-de-las-Penas, C.

Journal of Orthopaedic & Sports Medicine

2014. 44 (4): 252

Short term changes in neck pain,

widespread pressure pain sensitivity and

cervical range of motion after the

application of trigger point dry needling in

patients with acute mechanical neck pain: A

randomized clinical trial.

Santaguida, PL. Gross, A. Busse, J. Gagnier, | Back pain Complementa | Not RCT 8/32

J. Walker, K. Bhandari, M. Raina, P. ry medicine DH DATA

Evidence Report/ Technology Assessment.

2009 (177)

Complementary and alternative medicine in

back pain utilization report

Xu, S. Depression | Electro- Inappropriate | 9/32

Acupuncture and  Electrotherapeutics acupuncture condition Allied &

Research 2011. 36 (3-4): 259 Compleme
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Effects of electro acupuncture on depression ntary

in a rat model Medicine

Zhang, W. Cervical Injection and | Inappropriate 10/32

International Journal of clinical spondylosis | massage il Allied &

Acupuncture 2005. 14 (4): 261 Compleme

Treatment of arterial-type cervical ntary. .

q . e . Medicine

spondylosis with acupoint-injection,

combined with massage manipulation

Johnston, BC. da Costa, BR. Devereaux PJ. | Low back | manipulation Not RCT 11/32

AKl, EA. Busse, JW. pain and MEDLINE

Spine 2008. 33 (8): 914 acupuncture

The use of expertise-based randomized

controlled trials to assess  spinal

manipulation and acupuncture for low back

pain: a systematic review.

Furlan, AD. Imamura, M. Dryden, T. Irvin, | Low back | Massage Not RCT 12/32

E. pain MEDLINE

Cochrane Database of Systematic reviews.

2008.

Massage for low-back pain.

Itoh, K. Katsumi, Y. Katakoji, H. Low back | Acupuncture Inappropriate 13/32

Acupuncture in Medicine 2004. 22 (4): 170 | P¥" comparator | MEDLINE

Trigger point acupuncture treatment of

chronic low back pain in elderly patients — a

blinded RCT.

Chen, L. Su, Y. Su, C. Lin, H. Kuo, H. Body Acupressure Inappropriate 14/32

Journal of Clinical Nursing 2008. 17 (9): | Weight in | and meridian | condition British
premature massage .

1174 : Nursling
infants Index

Acupressure and meridian massage:

combined effects on increasing body weight

in premature infants.

Pincus, T. Anwar, S.McCracken, | Low back | OBI Inappropriate 16/32

L. McGregor, A.Graham, L. Collinson, | pain intervention MEDLINE

M. Farrin, AJ.OBI Trial Management

Team.

Trials 2013. 14 (1): 172

Testing the credibility, feasibility and

acceptability of an optimised behavioural

intervention (OBI) for avoidant chronic low

back pain patients: protocol for a

randomised feasibility study.

Pennick, V. Liddle, SD. Pelvis and | Interventions Not RCT 17/32
Cochrane Database of Systematic Reviews 8 1°W bagk MEDLINE
pain in

2013.

pregnancy

Interventions for preventing and treating

pelvis and back pain in pregnancy.

Chou, R. Huffman, LH. Low back | Non- Not RCT 18/32

Annals of Internal Medicine 2007. 147 (7): pam phannagologl MEDLINE

¢ therapies

492

Nonpharmacologic therapies for acute and

chronic low back pain: a review of the

evidence for an American Pain Society/

American College of Physicians clinical

practice guideline.

Maiers, MJ. Westrom, KK. Legendre, | Low back | Integrative Not RCT 19/32

CG. Bronfort, G. pain care EMBASE
Alert
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BMC Health Services Research 2010. 10:
298

Integrative care for the management of low
back pain: use of a clinical care pathway.

Deyo, RA.
Spine 1996. 21 (24): 2840

Drug therapy for back pain: which drugs
help which patients?

Back pain

Drug therapy

Inappropriate
intervention

20/32
MEDLINE

Jones, L. Othman, M. Dowswell,
T. Alfirevic, Z. Gates, S. Newburn
M; Jordan, S. Lavender, T. Neilson, JP.

Cochrane Database of Systematic Reviews
2012. (3)

Pain management for women in labour: an
overview of systematic reviews.

Labour

Pain
management

Not RCT

21/32
MEDLINE

Ke Ma. Mi Yiqun. Tao Wu. Wenhao Wang.
Xiaoming, L. Xiahohui, H Yingwei, W.

Pain Medicine 2011. 12 (1): 27

Efficacy of diclofenac sodium in pain relief
after conventional radiofrequency
denervation for chronic facet joint pain: A
double-blind randomized controlled trial.

Facet joint
pain

Medication

Inappropriate
intervention

23/32
MEDLINE

Karppinen, J. Shen, FH. Luk, KD.
Andersson, GB. Cheung, KM. Samartiz, D.

The Orthopaedic Clinics of North America
2011. 42 (4): 513

Management of degenerative disk disease
and chronic low back pain.

Low back
pain

Management

Inappropriate
intervention

24/32
MEDLINE

Cagnie, B. Castelein, B. Pollie, F. Steeelant,
L. Verhoeyen, H. Cools, A.

American journal of Physical Medicine &
Rehabilitation 2015. 94 (7): 573

Evidence for the wuse of ischemic
compression and dry needling in the
management of trigger points of the upper
trapezius in patients with neck pain: A
systematic review.

Neck pain

Trigger points
& Dry
needling

Not RCT

25/32
MEDLINE

Abou-Setta, AM. Beaupre, LA. Rashiq,
S.Dryden, DM. Hamm, MP. Sadowski,
CA. Menon, MR. Majumdar, SR. Wilson,
DM. Karkhaneh, M. Mousavi, SS. Wong,
K. Tjosvold, L. Jones, CA.

Annals of Internal Medicine 2011. 155 (4):
234-245

Comparative  effectiveness of  pain
management interventions for hip fracture:
a systematic review.

Hip pain

Pain
management

Inappropriate
condition

26/32
MEDLINE

Close C., Sinclair M., Liddle SD. Madden, E.
McCullough, JEM. Hughes, C.

Journal of Advanced Nursing 2014. 40 (8):
1702-16

A systematic review investigating the
effectiveness of complementary and
alternative medicine (CAM) for the
management of low back and/ or pelvic pain
(LBPP) in pregnancy.

Low back
pain

CAM

Not RCT

28/32

British
Nursing
Index

Strauss, AJ.

Chiropractic Journal of Australia 1999. 29
3):112

Low back
pain

Acupuncture

Not RCT

29/32

Allied &
Compleme
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Acupuncture and the treatment of low-back ntary
pain: a review of the literature Medicine
Norton G., McDonough C. M., Cabral H. | Low back | Cognitive Not RCT 30/32
Shwartz, M. Burgess, JF. () pain behavioural MEDLINE
Spine 2015. 40 (10): 725-33 therapy
Cost-utility of cognitive behavioural therapy
for low back pain from the commercial
payer perspective.
Hughes, CM. Quinn, F. Baxter, GD. Low back | CAM Inappropriate 31/32
Complimentary therapies in Medicine 2011. pamn intervention Allied &
19 (3): 149-54 Compleme
Complementary and alternative medicine: Ili/t[aidy' .
perception and use by physiotherapists in edicne
the management of low back pain.
Louw, Q. Morris, 1. Sklaar, J. Low back | Physiotherapeu| Not RCT 32/32
South African Journal of Physiotherapy pam tic treatments MEDLINE
2007. 63 (3): 7-14
Evidence of physiotherapeutic interventions
for acute LBP patients.
Appendix E7: Table showing excluded publications by full text
Study Participants | Interventions | Reason for | Study No:
/ conditions exclusion
Norrbrink, C. Lundeberg, T. Spinal cord | Acupuncture Inappropriate 3/32
Acupuncture in Medicine 2011. 29 (2): 108 | ™urY Z‘lld T || esnilien MIEDILIE
erapy
Acupuncture and massage therapy for
neuropathic pain following spinal cord
injury: an exploratory study.
Muller, R. Giles, LGF. Spinal pain | Acupuncture Long term | 15/32
Journal of manipulative and physiological Spinal follolw u]; MEDLINE
therapeutics 2005. 28.1: 3-11 manipulation | fSWS 0
included
Long-term follow-up of a randomized Medication study -
clinical trial assessing the efficacy of Dunli
medication, acupuncture, and spinal upllcate
manipulation for chronic mechanical spinal results
pain syndromes
Dascanio, VC. Birks, Y. Torgerson, D. Low back | Acupuncture Conference 22/32
Trials; 1 (12) Bio Med Central Ltd. Dec 13, | P™ Manual Is’t‘tll'f; COlll ) IEDILINTE
2011 thy
crapy accessed and
A pilot factorial randomised cohort trial of Combined Included
manual therapy or acupuncture for low acupuncture
back pain and manual
therapy
Usual care
Appendix E8: Table showing publications included in review
Study Participants | Interventions | Reason for | Study No:
/ conditions exclusion
Giles, GFL. Muller, R. Chronic Medication, Included 27/32
(also reported as Giles et al, 2003) szl e acupuncture, MEDLINE
and spinal
Spine 2003. 28 (14): 1490-502; discussion manipulation

1502-3

Chronic spinal pain: a randomized clinical
trial comparing medication, acupuncture,
and spinal manipulation.
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Appendix E9: Other searches:

Appendix E9a: Grey literature search 1: 04/07/2017

Repeated search strategy for grey literature.
SIGLE (System for information on Grey Literature in Europe).

5 additional results - all excluded from review of title and abstract.

Appendix E10a: Table showing excluded publications by title and abstract

Author, Date, Title Participants / | Interventions Reason for | Reviewer
conditions exclusion

Sheldon, TA. et al. 1995. Back pain N/A Not RCT 1 and 2

Back pain its management and cost to

society.

Ramadori, G. et al. 2000. Back pain Acupuncture Inappropriate 1 and 2

Investigations of effectiveness of back pain comparator

treatment with acupuncture, final report.

National congress. 2003 Chronic pain | Acupuncture Not RCT 1 and 2

Acupuncture, chronic pain and acute low g acu.te 527

back pain. back pain

Purepong, N. 2008 Low back | Acupuncture Not RCT 1 and 2

Acupuncture in the management of low back pamn

pain.

Hurst, H. 2011. Back and | Chiropractic Not RCT 1 and 2

Outcomes of back and neck pain patients neek pain UESSIL

undergoing chiropractic treatment and can

these be predicted?

Appendix E9b: Grey Literature search 2: 04/07/2017

HSRProj (Health Services Research Projects in progress)

Repeated search strategy — 6 additional results — all excluded from review of title and

abstract.
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Appendix E10b: Table showing Excluded publications by title and abstract

for persistent back pain into primary care.

Author, Date, Title Participants Interventions Reason for | Reviewer

/ conditions exclusion
Cherkin, DC. 2001. Low back | Acupuncture Inappropriate| 1 and 2
Evaluating the efficacy of acupuncture for pamn comparator
back pain.
Cherkin, DC. 1998. Back pain Alternative No data | 1and?2
Alternative therapies back pain. A therapies provided
randomised trial.
McKee, MD. 2011. Pain Acupuncture Not RCT 1 and 2
Acupuncture to decrease disparities in
outcomes of pain treatment (ADDOPT).
Graham, E. et al 2015. Low back | Medication Not RCT 1 and 2
Non-invasive treatments for low back pain. pamn
Smith, M. 2011. Low back | Chiropractic Not RCT 1 and 2
Complementary and alternative (CAM) use, pain and acupunctire
costs and outcomes in recurrent back pain
episodes.
Cherkin, D. 2014. Back pain Acupuncture Not RCT 1 and 2
Implementing evidence-based treatments manipulation

massage +

Appendix E9c: Reference lists and source evidence of selected studies reviewed

Appendix E10c: Table showing results from reference list and source evidence search

Two studies found:

Journal of Clinical Epidemiology 2014. 67
(8): 960. Randomised cohort trial was
shown to be feasible for evaluating
treatments in low back pain.

Author, Date, Title Participants Interventions Reason for | Reviewer
/ conditions mclus1’0n /

exclusion

Giles, LG. Miiller, R. Low back pain | Acupuncture Excluded 1 and 2

Journal of Manipulative Physiology Dttllgh.cate

Therapy. 1999 Jul-Aug; 22 (6): 376-81. Sl Yé

Chronic spinal pain syndromes: a clinical grela dy d

pilot trial comparing acupuncture, a 1nciude

nonsteroidal anti-inflammatory drug, and

spinal manipulation.

Dascanio, VC. Birks, Y. Torgerson, D. Back pain Acupuncture Included 1 and 2
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Appendix E9d: Hand Searching

Acupuncture in Physiotherapy — (Previously: Journal of the Acupuncture Association of
Chartered Physiotherapists, March 2015. Previously unavailable electronically):

Appendix E10d: Results Table from hand searching

2007. Case  report: Physiotherapy
management of low back pain using manual
therapy and acupuncture. Journal of the
Acupuncture Association of Chartered
Physiotherapists. Autumn: 39-44.

Author, Date, Title Participants Interventions Reason for | Reviewer
/ conditions mclu51.0n /
exclusion
Murphy, G. Longbottom, J. Low back | Acupuncture Excluded Not| 1 and 2
pain RCT

Appendix E9e: Other databases

o CENTRAL, the Cochrane Library
o  ACULARS (Acupuncture Literature Analysis and Retrieval System)

o Acubriefs.com to September 2015
o The Clinical Trials Register and the ISRCTN Registry

No additional studies were located from the above databases.

Appendix E11: Descriptive search summaries

EBSCOhost

The search of EBSCOhost yielded 48 studies (appendix E2, E3, E4). The titles and
abstract were reviewed against the inclusion and exclusion criteria, resulting in 39 studies
being excluded by title and abstract. Full texts of the remaining 9 studies were requested,
a further 6 studies were excluded through full text review and duplicate studies were
excluded. Three studies met the eligibility requirement for this systematic review and all
three were included from this search. The results from EBSCOhost are combined with
the other search results in the PRISMA diagram (figure 7.1).

The studies were sourced from the following databases via EBSCOhost:

e AMED=13

e MEDLINE =28

e SPORTDiscus =7
e CINAHL=0
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ProQuest Dialog Healthcare

The search of ProQuest yielded 32 studies. The titles were reviewed against the inclusion
and exclusion criteria resulting in 27 studies being excluded by title and abstract review.
Full texts of the remaining 5 studies were requested, a further 4 studies were excluded
through full text review, duplicates were excluded, and one study met the eligibility
requirement for this systematic review and were included from the search.

Two studies required further consideration and discussion by the two reviewers.
Following discussion of Muller et al. (2005) (15/35) the study was rejected due to it being
a long-term follow up of an already included study, the study utilised the same patient
data set of an original study: the data had therefore already been included once within the
review. Another study reviewed (Dascanio et al. 2011. 22/32) was excluded but led to an
additional study (Dascanio et al. 2014) being uncovered and included in the systematic
review. One original study was included from this search and one study was uncovered
from a conference paper within this search.

The results from ProQuest are combined with the other search results in the PRISMA
diagram (figure 7.1).

The studies were sourced from the following databases via ProQuest:

e British Nursing Index: 4

o Allied & Complementary Medicine: 5
o DHDATA: 1

e MEDLINE: 20

o  Embase: 0

o  Embase Alert: 2

Grey Literature

Grey literature was searched in two locations; via Opengrey.eu for the System for
Information on Grey Literature in Europe (SIGLE), which uncovered five studies, all
studies were excluded by title and abstract due to not meeting the inclusion criteria.

The National Information Centre on Health Research and Health Care Technology
(NICHSR) database was accessed to review Health Service Research Projects in Progress
(HSRProj). Six studies were found, and all six studies were excluded by review of the
title and abstract due to not meeting the inclusion criteria.

The results from the grey literature searches are combined and presented in the PRISMA
flow diagram (figure 7.1).

Reference list check and hand searching

One additional study was uncovered from a review of an excluded conference paper,
which lead to the source published RCT paper being uncovered and included.

The reference lists were checked of the five included studies, one additional article was
found; but was a duplicate study of a previously included study.

Hand searching uncovered one additional study though this was excluded, as it was not
an RCT.
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Appendix E12:
Study Eligibility Form:
1) Was the study adequately randomised?

Yes  Unclear Exclude

2) Were the participants clinically assessed as having Low Back

Pain?
Yes Unclear Exclude

3) Did the study contain at least two groups, one group with

acupuncture and one group receiving manual therapy?
Yes  Unclear  Exclude

4) Did the study report pain, function or occupation?
Yes  Unclear  Exclude

Final decision:

Include Unclear Exclude

*Further information required:
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Appendix E13:

Data Extraction Form:

Article ID: Reviewer: Date:
General Information Instructions Data extracted
Title Copy the title of the

article

First author

Author affiliation

Not necessary if you

Author degree

have a blinded copy

Institution

Source of this article

Ask librarian

randomised CCT

. . Correct population? yes no
Verification of study | Correct intervention? yes o
eligibility Correct outcome? yes 1o

Correct study design? yes no
Methods
Study design RCT, quasi-RCT, non-

Unit of allocation

Patient, hospital, school

Method of randomization

Allocation concealment

Blindedness

Population
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Recruitment of patients

Place

Hospital / City /
Country

Enrolment dates:

Inclusion criteria

Exclusion criteria:

Describe the age of the

Age included population
Describe the sex
Sex distribution of he
included population
Ethnicity
Work status

Diagnosis of LBP

How did the authors
define low-back pain?

Duration of pain

Previous treatments

Cause of pain

Total number of patients
recruited

Number of patients who
met inclusion criteria

Total number of patients
randomized

Total number of patients
followed

Interventions:

Intervention group:
technique, number of
sessions, therapist

You may copy the
description of the
therapy here or simply
indicate on which page

experience and paragraph it can be
found.
Control group (1): Idem
Control group (2): Idem
Control group (3): Idem
Outcomes

Who carried out the
measurement?

What was measured at
baseline? How it was
measured? Is the tool

validated (as stated in the
article)?

For example:
o  Pain: VAS (valid)

o Function:
Oswestry
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(validation not
mentioned)

e Physical
examination (not
validated)

‘What was measured
immediately after the
intervention? ? How it
was measured? Is the tool
validated (as stated in the
article)?

When was the first
follow-up?

What was measured at
the first follow-up? How
it was measured? Is the

tool validated (as stated in
the article)?

Analysis:

Statistical technique used:

Which tests? Alpha?
Power? Sample size
calculation? Software
used

Intention-to-treat
analysis?

Patients were analysed
according to the group
they were randomized

yes

no don’t know

Does technique adjust for
confounding?

Number (or %) of
followed-up from each
group:

Results:

Quantitative results (e.g.
estimates of effect size,
between group p values)

If between group
comparisons are
given, please use the
next page.

If no between-group
comparisons are
given, then report
here the general
results

Qualitative
results

Cost of
intervention:

Cost-
effectiveness

Adverse effects
or complications

Adapted from Furlan et al. 2015; Furlan et al. 2008; Bombardier et al. 1997
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Appendix E14:

Quality and Risk of Bias Assessment Form

Item Judgement Description
Was the method of Yes / No / Unsure
randomization adequate?
Was the treatment allocation Yes / No / Unsure
concealed?
Was knowledge of the allocated
interventions adequately
prevented during the study?
Yes /No / Unsure
Was the patient blinded to the
intervention? Yes / No / Unsure
Was the care provider blinded to Yes / No / Unsure
the intervention?
Yes / No / Unsure
Was the outcome assessor
blinded to the intervention?
Were incomplete outcome data
adequately addressed? Yes /No / Unsure
Was the drop-out rate described
and acceptable? Yes / No / Unsure
Were intention to treat analysis
methods used? (all
randomized participants Yes / No / Unsure
analysed in the group to
which they were allocated?)
Are reports of the study free of
suggestion of selective Yes /No / Unsure
outcome reporting?
Other sources of potential bias:
Were the groups similar at
baseline regarding the most
important prognostic indicators? Yes / No / Unsure
Were co-interventions avoided or
similar?
Was the compliance acceptable in Yes/No/Unsure
all groups? Yes / No / Unsure
Was the timing of the outcome Yes / No / Unsure
assessment similar in all groups?
Risk of bias:
Low
Medium
High

Adapted from CBRG (Furlan et al. 2015; Furlan et al. 2008; Bombardier et al.

1997)
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Risk of Bias Criteria:

Criteria for a judgment of ‘ves’ for the sources of risk of bias:

1. Was the method of randomization adequate?

A random (unpredictable) assignment sequence. Examples of adequate
methods are coin toss (for studies with two groups), rolling a dice (for
studies with two or more groups), drawing of balls of different colours,
drawing of ballots with the study group labels from a dark bag, computer-
generated random sequence, pre-ordered sealed envelopes, sequentially-
ordered vials, telephone call to a central office, and pre-ordered list of
treatment assignments

Examples of inadequate methods are: alternation, birth date, social
insurance/security number, date in which they are invited to participate in
the study, and hospital registration number

2. Was the treatment allocation concealed?

Assignment generated by an independent person not responsible for
determining the eligibility of the patients. This person has no information
about the persons included in the trial and has no influence on the
assignment sequence or on the decision about eligibility of the patient.

Was knowledge of the allocated interventions adequately prevented during
the study?

3. Was the patient blinded to the intervention?

This item should be scored “yes” if the index and control groups are
indistinguishable for the patients or if the success of blinding was tested
among the patients and it was successful.

4. Was the care provider blinded to the intervention?

This item should be scored “yes” if the index and control groups are
indistinguishable for the care providers or if the success of blinding was
tested among the care providers and it was successful

5. Was the outcome assessor blinded to the intervention?

Adequacy of blinding should be assessed for the primary outcomes. This
item should be scored “yes” if the success of blinding was tested among
the outcome assessors and it was successful or:

= for patient-reported outcomes in which the patient is the outcome
assessor (e.g., pain, disability): the blinding procedure is adequate for
outcome assessors if participant blinding is scored “yes”

= for outcome criteria assessed during scheduled visit and that
supposes a contact between participants and outcome assessors
(e.g., clinical examination): the blinding procedure is adequate if
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patients are blinded, and the treatment or adverse effects of the
treatment cannot be noticed during clinical examination

= for outcome criteria that do not suppose a contact with
participants (e.g., radiography, magnetic resonance imaging): the
blinding procedure is adequate if the treatment or adverse effects of the
treatment cannot be noticed when assessing the main outcome

= for outcome criteria that are clinical or therapeutic events that will
be determined by the interaction between patients and care providers
(e.g., co-interventions, hospitalization length, treatment failure), in
which the care provider is the outcome assessor: the blinding procedure
is adequate for outcome assessors if item “4” is scored “yes”

= for outcome criteria that are assessed from data of the medical
forms: the blinding procedure is adequate if the treatment or adverse
effects of the treatment cannot be noticed on the extracted data

Were incomplete outcome data adequately addressed?
6. Was the drop-out rate described and acceptable?

The number of participants who were included in the study but did not
complete the observation period or were not included in the analysis must
be described and reasons given. If the percentage of withdrawals and drop-
outs does not exceed 20% for short-term follow-up and 30% for long-term
follow-up and does not lead to substantial bias a 'yes' is scored. (N.B. these
percentages are arbitrary, not supported by literature).

7. Were all randomized participants analysed in the group to which
they were allocated?

All randomized patients are reported/analyzed in the group they were
allocated to by randomization for the most important moments of effect
measurement (minus missing values) irrespective of non-compliance and
co-interventions.

8. Are reports of the study free of suggestion of selective outcome
reporting?

In order to receive a ‘yes’, the review author determines if all the results
from all pre-specified outcomes have been adequately reported in the
published report of the trial. This information is either obtained by
comparing the protocol and the report, or in the absence of the protocol,
assessing that the published report includes enough information to make
this judgment.

Other sources of potential bias:

9. Were the groups similar at baseline regarding the most important
prognostic indicators?
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In order to receive a “yes”, groups have to be similar at baseline regarding
demographic factors, duration and severity of complaints, percentage of
patients with neurological symptoms, and value of main outcome
measure(s).

10. Were co-interventions avoided or similar?

This item should be scored “yes” if there were no co-interventions or they
were similar between the index and control groups.

11. Was the compliance acceptable in all groups?

The reviewer determines if the compliance with the interventions is
acceptable, based on the reported intensity, duration, number and
frequency of sessions for both the index intervention and control
intervention(s). For example, physiotherapy treatment is usually
administered over several sessions; therefore, it is necessary to assess how
many sessions each patient attended. For single-session interventions (for
ex: surgery), this item is irrelevant.

12. Was the timing of the outcome assessment similar in all groups?

Timing of outcome assessment should be identical for all intervention
groups and for all important outcome assessments.

Adapted from CBRG (Furlan et al. 2015; Furlan et al. 2008; Bombardier,
1997)

Appendix E15:
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Clinical Relevance Form

Item Judgement Description

Based on the data
provided, can you
determine if the
results will be
clinically relevant?

Yes / No / Unsure

Are the patients
described in detail so
that you can decide
whether they are
comparable to those
that you see in your
practice?

Yes / No / Unsure

Are the
interventions and
treatment settings

described well Yes /No / Unsure
enough so that you
can provide the
same for your
patients?

Were all clinically

relevant outcomes Yes / No / Unsure

measured and
reported?

Is the size of the
effect clinically
important?

Yes / No / Unsure

Are the likely
treatment benefits Yes / No / Unsure
worth the potential

harms?

For low-back pain, consider 30% on VAS/NRS for pain as clinically
significant, and two to three points on the Roland-Morris Disability
Questionnaire or 8% to 12% for function.

For effect size, Cohen's three levels

Small

*  WMD less than 10% of the scale (e.g., <10mm on a 100 mm VAS).
. SMD or “d” scores <0.5.

. Relative risk, <1.25 or >0.8 (depending on whether it reports risk of benefit or risk
of harm)

Medium
. WMD 10 to 20% of the scale.
. SMD or “d” scores from 0.5 to < 0.8.
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. Relative risk between 1.25 to 2.0, or 0.5 to 0.8.

Large

*  WMD >20% of the scale.

*  SMD or “d” scores > 0.8.

*  Relative risks >2.0 or <0.5.

Adapted from CBRG (Furlan et al. 2015; Furlan et al. 2008; Bombardier et al. 1997)
Information from the clinical relevance assessment will inform users if the results apply

to their population. This analysis will be performed by two reviewers independently and
follow the guidance from the CBRG (Bombardier et al. 1997).

E16: Calculations and conversions for meta-analysis:

Dascanio et al. (2014)

Analysis of covariance — Mean and SD provided
RMDQ Acupuncture mean 6.8 (4.5 SD). Manual therapy mean 4.6 (4.0 SD)

MODI Acupuncture mean 25.4 (12.0 SD). Manual therapy mean 18.3 (11.1
SD)

Outcome measure Intervention Mean (SD)
RMDQ Acupuncture 6.8 (4.5)
Manual therapy 4.6 (4.0)

MODI Acupuncture 25.4 (12.0)

Manual therapy 18.3 (11.1)

Cherkin et al. (2001)

Mean and confidence intervals provided, need to calculate SD.

Standard error = SE. Standard deviation = SD. N = No of participants.
SE = V(square root) over N/ SD

Acupuncture; 7.9 — 6.5 (confidence interval) = 1.4 (SE)
square root of 94 (N) =9.6/ 1.4 = 6.86 SD

Massage; 6.3 — 5.1 (confidence interval) = 1.2

Square root 78 =8.83 /1.2 =7.36 SD

Outcome measure Intervention Mean (SD)
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RMDQ

Acupuncture

7.9 (6.86)

RMDQ

Massage

6.3 (7.36)

Giles et al. (2003)

Interquartile range provided — need to convert into standard deviation, using
the normal distribution model (Bland, 2000)

Manipulation = 12 mean (0-29 interquartile range)

0.67 is the proportion of SD from where the mean falls to the IQR

12-0=12/0.67=1791 SD

Acupuncture = 24 mean (11-36 interquartile range)

24-11=13/0.67=19.40 SD

Outcome measure Intervention Mean (SD)
MODI Acupuncture 24 (19.40)
MODI Manipulation 12 (17.91)

Giles et al. (1999)

Interquartile range provided — needed to convert into standard deviation,
using the normal distribution model (Bland, 2000)

Manipulation = 28 (14.5 - 41.5 interquartile ranges)
28-14.5=13.5/0.67=20.77 SD

0.67 is the proportion of SD from where the mean falls to the IQR
Acupuncture = 24 (18.5 -35.5 interquartile ranges)
24-18.5=5.5/0.67=28.21

Outcome measure Intervention Mean (SD)
MODI Acupuncture 24 (8.21)
MODI Manual therapy 28 (20.77)
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