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Abstract

Background
Medically unexplained physical symptoms
[MUPS] are common and difficult to treat.

Aim

To investigate the effectiveness of adding five-
element acupuncture to usual care in ‘frequent
attenders” with MUPS.

Design and setting
Randomised controlled trial in four London
general practices.

Method

Participants were 80 adults with MUPS,
consulting GPs =8 times/year. The intervention
was individualised five-element acupuncture,
=12 sessions, immediately (acupuncture group)
and after 26 weeks (control group). The primary
outcome was 26-week Measure Yourself
Medical Outcome Profile (MYMOP); secondary
outcomes were wellbeing (W-BQ12), EQ-5D, and
GP consultation rate. Intention-to-treat analysis
was used, adjusting for baseline outcomes.

Results

Participants (80% female, mean age 50 years,
mixed ethnicity) had high health-resource use.
Problems were 59% musculoskeletal; 65%

>1 year duration. The 26-week questionnaire
response rate was 89%. Compared to baseline,
the mean 26-week MYMOP improved by 1.0 (95%
confidence interval [Cl] = 0.4 to 1.5) in the
acupuncture group and 0.6 (95% Cl=0.3 to 0.9) in
the control group (adjusted mean difference:
acupuncture versus control -0.6 [95% Cl=-1.1 to
0] P=0.05). Other between-group adjusted mean
differences were: W-BQ12 4.4 (95% Cl = 1.6 to
7.2) P=0.002; EQ-5D index 0.03 (95% Cl = -0.11
to 0.16) P=0.70; consultation rate ratio 0.90 (95%
Cl=0.70 to 1.15) P=0.4; and number of
medications 0.56 (95% Cl = 0.47 to 1.6) P=0.28.
All differences favoured the acupuncture group.
Imputation for missing values reduced the
MYMOP adjusted mean difference to -0.4 (95% ClI
=-0.9 to 0.1) P=0.12. Improvements in MYMOP
and W-BQ12 were maintained at 52 weeks.

Conclusion

The addition of 12 sessions of five-element
acupuncture to usual care resulted in improved
health status and wellbeing that was sustained
for 12 months.
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INTRODUCTION
People who have persistent physical
symptoms that cannot be explained by
current medical knowledge (‘medically
unexplained physical symptoms’ [MUPS]]
make up 11-19% of UK GP consultations,'?
and up to 50% of new referrals to outpatient
clinics.® These people are often ‘frequent
attenders’ in primary care,* and are costly
both to the NHS,*° and as recipients of long-
term sick leave.®” In addition to their
physical symptoms, such patients, and their
doctors, are distressed and frustrated by the
lack of explanation, credibility, and
acceptable treatment options.®'?
Intervention studies have often focused
on people with both medically unexplained
symptoms and anxiety and depression
(‘somatisers’), a combination  that
constitutes about 40% of the group
overall.”" These studies include the work
of Morriss and colleagues,’™"” who have
developed and tested a reattribution model
for use by GPs, as well as evaluations of a
wide range of approaches directed at the
patients, including medication, patient
education, cognitive-behavioural therapy
(CBT), and counselling.’®?"  These
approaches have been shown to be effective
for some patients but to be limited by low
acceptability among both GPs and patients.
Other complex interventions that pragmatic
trials have shown to have some benefits for
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people with unexplained symptoms,
whether or not they have anxiety and/or
depression, include exercise training,’
multidisciplinary clinics,” and nurse
practitioner clinics aimed at improving
social and communication skills and
rationalising medication.?? These resources
are, however, rarely available.

Reviews of this complex evidence base
about what people with unexplained
symptoms find helpful have highlighted the
importance of actively involving patients in
explanations, and providing treatments that
link physical  and psychological
problems.?% The present authors’ previous
work, and that of others, suggests that a
series  of  traditional  acupuncture
consultations  constitutes a complex
intervention that may have these
characteristics,??” and may therefore
provide an effective treatment option. This
hypothesis is supported by evidence of the
effectiveness and cost-effectiveness of
acupuncture in functional conditions that
overlap with ‘unexplained symptoms’,
including fibromyalgia,?®? headache,®-%
and back pain.*% In designing an initial
evaluation of this complex intervention, the
authors considered the relative merits and
limitations of a sham-acupuncture or
attention-controlled design versus a
pragmatic ‘black box" trial®* Hypotheses
directed at the effect of the needling
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Box 1. Inclusion and exclusion
criteria

Criteria for ‘persistent medically
unexplained physical symptoms’'404!

a. The presentation of a physical
symptom

b. The symptom had existed for at least
3 months

C. It had caused clinically significant
distress or impairment

d. It could not be explained by physical

disease, that is; ‘physical symptoms for
which no clear or consistent organic
pathology can be demonstrated

Other inclusion criteria (from electronic
record search)

Had consulted GPs [clinic, telephone or home
consultations) 8 or more times in previous

12 months

Exclusion criteria

a. Pregnancy

b. Unable to attend the surgery for
treatment

C. Insufficient English to complete the
questionnaires

d. Additional severe physical or mental
frailty

How this fits in

Successful management of people with
persistent medically unexplained
symptoms includes actively involving them
in explanations and treatments that link
physical and psychological problems.
These processes are integral to most
traditional acupuncture treatment. The
results of this trial indicate that up to 12
sessions of five-element acupuncture, a
type of traditional acupuncture, improved
patients” wellbeing and individualised
health status but did not change their high
consultation rates over a 6-month period. A
course of traditional acupuncture
consultations is therefore a safe and
potentially helpful referral option, although
its cost-effectiveness is unknown.

component of acupuncture consultations
require sham-acupuncture controls which,
while appropriate for formulaic needling for
single well-defined conditions, have been
shown to be problematic when dealing with
multiple or complex conditions, because
they interfere with the participative
patient-therapist interaction on which the
individualised  treatment  plan s
developed.*¥ Pragmatic trials, on the other
hand, are appropriate for testing
hypotheses that are directed at the effect of
the complex intervention as a whole, while
providing no information about the relative
effect of different components. The evidence
quoted above led to the hypothesis that the
whole complex intervention of traditional
acupuncture consultations would be most
likely to benefit this patient group and,
consequently, like the investigators of other
complex interventions in this area (quoted
above), the authors of the present study
chose a pragmatic trial design. Additionally,
a nested qualitative study was included to
begin to investigate the roles of the different
components of the complex intervention
and their relationships to contextual issues
such as time — questions that would need
further study if the initial trial indicated
possible benefits.

This paper reports on a pragmatic
randomised trial to investigate the effect of
adding a type of traditional acupuncture —
five-element acupuncture — to usual care.
The study aimed to answer the question ‘In
patients who attend frequently in primary
care with MUPS that have persisted for
more than 3 months, does the addition of
classical five-element acupuncture to usual
GP care, compared to usual care alone,

improve self-reported health and reduce
conventional medication and general
practice consultation rates?".

METHOD

Participants

Between March and December 2008, four
general practices serving London

communities that included some with
considerable socioeconomic disadvantage
recruited patients and hosted the
acupuncture treatment (Index of Multiple
Deprivation for the four practices = 41.87;
39.14; 37.18; 30.18). During their day-to-day
practice, supplemented by searches of
electronic records, GPs identified patients
who had recently consulted and met the
inclusion and exclusion criteria (Box 1).

Procedure

A pragmatic* randomised trial design with
a waiting list control® was used, in order
that all patients would have the opportunity
to have acupuncture treatment. Figure 1
shows the study flow diagram.

Patients meeting the inclusion and
exclusion criteria (Box 1) were sent an
invitation letter and information booklet;
potential participants returned their contact
details to the research team, who checked
the inclusion criteria; and an initial
recruitment interview was held at the GP
surgery. At this interview, researchers
obtained informed written consent and
baseline data, and then randomly allocated
patients. Group allocation was undertaken
by the Institute of Psychiatry Clinical Trials
Unit, using their web-based service. Simple
randomisation was used for the first 20
patients, and then minimisation (with a
random component of 80%) was applied to
ensure balance across the three variables:
baseline Measure Yourself Medical
Outcome Profile (MYMOP) score (<4.5
versus =4.5); number of GP consultations in
the previous 6 months (<12 versus =13); and
age (<50 years and >50years). Group
allocation was known by trial researchers,
practitioners, and patients, but the
statistician who carried out data analysis
was blinded.

Intervention and control

Patients were randomised on a 1:1 basis to
receive 12 sessions of acupuncture starting
immediately (acupuncture group] or
starting in 6 months’ time (control group),
with both groups continuing to receive usual
care. Individualised classical five-element
acupuncture was delivered in the GP
surgeries by  eight  five-element
acupuncture practitioners  who were
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Figure 1. Study CONSORT flow chart.

members of the British Acupuncture
Council. Twelve sessions, on average
60 minutes in length, were provided over a
6-month period at approximately weekly,
then fortnightly and monthly intervals.
These timings were adjusted to individual
patients’ needs.

All aspects of treatment, including
discussion and advice, were individualised
as per normal five-element acupuncture
practice. In this approach, the acupuncturist
takes an in-depth account of the patient’s
current symptoms and medical history, as
well as general health and lifestyle issues.
The patient’s condition is explained in terms
of an imbalance in one of the five elements,
which then causes an imbalance in the
whole person. Based on this elemental
diagnosis, appropriate points are used to

200 eligible patients in 4 practices
sent invitation letter from GP; 90
patients (45%) express interest

rebalance this element and address not
only the presenting conditions, but the
person as a whole. Points were needled to
elicit deqi (needling sensation), and
moxibustion [a process using moxa, a
therapeutic herb, to warm and prepare the
points] was used as appropriate to the
individual treatment.*“ Treatment sheets
were completed at each visit with
acupuncture details as per acupuncture
STandards for Reporting Interventions in
Clinical Trials of Acupuncture (STRICTA)
reporting recommendations,* including
needle numbers, gauge, depth, position,
and style of insertion (available from the
authors). Members of the control group
were offered exactly the same intervention,
but delayed until after the return of their 26-
week outcome questionnaires.

Exluded (n = 10)
* Not meeting inclusion criteria (n = 8)

« Declined to participate (n = 2)
Randomised (n = 80)

llocation n = 80

Allocated to acpuncture (n = 39)
* Received acupuncture (n = 37)
« Did not receive acupunture (DNA) (n = 2)

Allocated to control (n = 41)

¢ Lost to follow-up
(26-week non-responders) (n = 6)
¢ Discontinued after 1 or 2 sessions
(’not working’ x 1; DNA x 2) (n = 3)

Lost to follow-up
(26-week non-responders) (n = 3)

Analysed (n = 33) Analysed (n = 38)
« Exluded from analysis (no response) * Exluded from analysis (no response)
(n=6) (n=3)

Offerred acupuncture (n = 41)

Followed up without further acupuncture  Received acupuncture (n = 35)

(n=39)  Responded but declined treatment (n = 3)
» 26-week non-responders (n = 3)

¢ Lost to follow-up
(52-week non-responders) (n=17)
¢ Discontinued after 1 or 2 sessions

(*fear of needles’ x 1; DNAx 1) (n=1)
52-week analysis
n=48

Analysed (n = 24)
« Exluded from analysis (no response)

Lost to follow-up
(52-week non-responders) (n = 15)

Analysed (n = 24)
« Exluded from analysis (no response)
(n=15) (n=17)
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Outcome measures

The  following  self-report  health
questionnaires, chosen on the basis of
previous acupuncture research,*” were
completed with the researcher at baseline
(immediately pre-randomisation), and by
post at 12, 26, and 52 weeks after
randomisation; non-responders were
reminded by post, telephone, text, or email,
according to prior consent:

e the primary outcome measure was
MYMOP: a  brief  individualised
questionnaire that measures change in
each of two symptoms, activity of daily
living and wellbeing, with items
measured on a seven-point scale, and
combined to give a single MYMOP profile
score.’84 MYMOP-qual, used in this
study, has an additional single open
question ‘what has been most important
to you?’, which has been used elsewhere
to collect written qualitative data;*

e the Wellbeing Questionnaire, W-BQ12,
which has 12 questions within three
dimensions: energy, negative wellbeing
(anxiety and depression), and positive
wellbeing;!

e EuroQol-5D: a brief generic outcome
questionnaire;»

e the Patient Enablement Instrument (PEI):
six questions that provide a retrospective
measure of enablement; and®

e the Medication Change Questionnaire, a
detailed measure of medication in a
weekly diary format, completed
prospectively for 1week at each time
point.>

The questionnaire booklet also contained
questions on demographics; healthcare
resource use over the previous 3 months;
and a checklist of adverse effects,® scored
with a scale of 'bothersomeness’. The
numbers of consultations with GPs
(surgery, home, and telephone) were
extracted from GP electronic records: for
the preceding 12 months at baseline and
the preceding 6 months, at 26 and
52 weeks.

A nested qualitative interview study will
be reported elsewhere.®

Sample size

The study was powered on the basis of
anticipated between-group differences at
26 weeks in MYMOP scores, derived from
previous studies in other chronic-illness
populations.®® Fifty patients would be
required to detect a between-group
difference in MYMOP of 1.0, assuming a

common standard deviation (SD) of 1.4 to
achieve 95% power at a two-tailed 5%
significance level, or a between-group
difference of 0.8 at 80% power allowing for a
dropout of 20%. As recruitment was much
slower than anticipated, the trial statistician
undertook descriptive analysis of the
baseline MYMOP scores for the first 40
patients recruited (not prespecified in the
study protocol). Given that this analysis was
aggregated across both groups, it was not
subject to the bias of unblinding or the need
for P-value adjustment, because of an
interim  comparison of groups. As
descriptive analysis showed an outcome
variance that was more favourable than
initially planned (SD = 1.04), the total trial
sample size was revised downwards to 40
participants per arm to maintain 95% power
to detect the same difference of one unit. As
treatments were individualised, there was
no need to inflate the standard error of the
treatment comparison for potential
clustering.

Data analysis

Data were double entered onto a
customised database. All analyses were
conducted according to the principle of
intention to treat (ITT), using Stata
(version10). Primary analysis consisted of a
between-group comparison [control versus
acupuncture groups) of primary and
secondary outcomes at 26 weeks. Analysis
of covariance [ANCOVA] was used to adjust
for baseline outcome values. Regression-
based analysis was used for both
continuous outcomes [(overall MYMOP
score, overall EQ-5D index score, and
overall W-BQ 12 score] and counts (primary
care consultations). Given the highly skewed
distribution of primary care consultations, a
negative binomial model was used.
Regression models were adjusted for
baseline outcome values. As no between-
group differences in any other patient
characteristics were seen at baseline, no
other patient-level covariates were added to
models. Nominal and ordinal subcategory
scores were compared using non-
parametric x? and Mann-Whitney tests
respectively. Missing total score outcomes
at 26 weeks were imputed using values at
last observation brought forward, and
results compared to complete case
analyses. This article reports those cases
where the complete case and imputed
analyses give differing inferences. Results
are reported as group mean differences (or
equivalent), with 95% confidence intervals
(Cls). All statistical tests were two-sided,
and deemed to be statistically significant if
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P<0.05. No adjustments for multiplicity
were made: because the outcome variables
are interrelated, simple adjustment for the
number of comparisons would be overly
conservative.”” To assess if intervention
effects were maintained over the longer
term, a within-group analysis was
conducted to compare outcome values at
52 weeks' follow-up to baseline in the
acupuncture group.

The written qualitative data were
transcribed and analysed thematically by an
experienced qualitative researcher.

RESULTS

Figure 1 shows the recruitment,
randomisation, and follow-up response
rates. Eighty participants were recruited,
and acupuncture was started with 37 out of
39 of the acupuncture group and 35 out of
41 of the control group (after 26 weeks'
wait). Questionnaire response rates were 71
(89%) at 26 weeks; 63 [79%) at 12 weeks;
and 48 (60%) at 52 weeks. Participants
attended for a mean of nine [out of
maximum 12} acupuncture sessions, and
32 [44%) attended all 12 sessions. At 12
weeks, 33 (85%) of those randomised to the
acupuncture group were still attending for
treatment. There was no difference in age,

Table 1. Participant characteristics

sex, baseline MYMOP score, or primary care
consultation rate in the 12 months before
baseline in the nine patients with missing 6-
month data compared to those with full
data.

Baseline characteristics

Demographic and health-problem data
(Table 1) show very little difference between
the groups. The study population was 80%
female, with a mean age of 50 years (range
25-81 years), mixed ethnicity and social
class and a range of educational
backgrounds; 42% were in paid
employment. The most common types of
problem (categorised by International
Classification of Primary Care® from
MYMOP symptom 1) were musculoskeletal,
mainly chronic pain (59%); fatigue (14%];
psychological/emotional problems (12%);
and headache (12%).Two-thirds (65%) of
participants had had their presenting
complaint for over a year, and one-quarter
(26%) for over 5 years. Self-reported health-
resource use in the 3 months preceding
randomisation was very high (Table 2J, and
baseline self-reported health on all
questionnaires was very poor (Table 3].
There was no evidence of between-group
difference in baseline outcome values,

Total study Acupuncture Control group,
population, n = 80 group, n = 39 n=41
Age, mean years (range) 51 (25-81) 51 (29-81) 50 (25-76)
Sex, female n (%) 64 (80) 32(82) 32(78)
Ethnicity, white n (%) 57 (71) 30(77) 27 (68)
Education, %
No formal qualifications 25 23 27
School-age qualifications 50 o1 49
Degree or higher qualifications 25 26 24
Social class, n (%)
0 (never worked) 3 (4) 1(3) 2 (5)
1 3(4) 1(3) 2 (5)
2 25 (31) 15 (38) 10 (24)
3M 8(10) 5(13) 3(8)
3N 22 (28) 8 (20) 14 (34)
4 18 (22) 8 (20) 10 (24)
5 101 13 0
Duration of complaint, n (%)
4-12 weeks 2(2) 1(3) 1(2)
3 months to 1 year 13 (16) 6 (15) 7(17)
1-5 years 39 (49) 15 (38) 24(59)
Over 5 years 26 (33) 17 [46) 9 (22)
Type of problem?
Musculoskeletal 47 (60) 20 (51) 27 (66)
Psychological/emotional 10 (12.5) 5(13) 5(12)
Headache and neurological 10 (12.5) 4(10) 6(15)
Fatigue 5 (6) 4(10) 1(2)
Other 7(9) 6 (16) 2 (5)

2Categorised by International Classification of Primary Care® from MYMOP symptom 1.
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Table 2. Self-reported baseline secondary care use, during the

3 months prior to recruitment®

Total number of Number of
days/visits participants
NHS hospital inpatient days 21 6
NHS hospital outpatient clinic visits ('to see a doctor’) 106 41
NHS hospital clinic visits with professions allied to medicine 52 13
(for example, physiotherapy, chiropody, audiology, counselling)
NHS hospital visits for investigations 44 31
lincluding 10 MRI scans)
Non-NHS total visits 75 16

(complementary therapies, optician, dentist)

MR/ = magnetic resonance imaging. 255 of 80 participants (69%) had accessed secondary care.

except for the EQ-5D anxiety/depression
subcategory and W-BQ12 negative
wellbeing, where controls appeared to have
poorer rating than the acupuncture group
(Table 4).

Main quantitative findings
26 weeks" follow-up. The change in
outcomes from baseline to 26 weeks in the
acupuncture and control groups, with and
without imputation for missing data, is
shown in Table 3. The PEl is omitted
because it did not perform well as a
repeated measure (many control group
patients checked ‘not applicable’ because
they thought the questions related only to
acupuncture treatment].

After 6 months, the group receiving
acupuncture improved their MYMOP profile

score by 1.0 (95% Cl=0.4 to 1.5) compared
to the control group, who improved by 0.6

(95% Cl=0.3 to 0.9). After adjustment for
baseline differences, the adjusted mean

difference between the groups in favour of
acupuncture was 0.6 (95% Cl =0to 1.1), P=

0.05. However, when missing values were
imputed, the groups were no longer
significantly different: 0.4 (95% Cl=-0.1 to
-0.9), P=0.12. An adjusted mean difference,
in favour of acupuncture, was seen with

wellbeing (W-BQ12): 4.4 (95% Cl=16 to

7.2), P=0.002 and this remained significant
after missing values were imputed: 3.4 (95%
Cl = 05 to 6.3), P=0.02. The difference
appears most marked in the negative

wellbeing (anxiety and depression) subscale

(Table 4).
In both groups, the EuroQol-5D scores

Table 3. Changes in outcomes from baseline to 26 weeks in acupuncture and control groups

Between-group

Acupuncture group Control group difference at 26 weeks
Baseline, 26 weeks, Within group Baseline, 26 weeks, Withingroup  Unadjusted Adjusted for baseline
mean (SD), mean (SD), change, mean (SD), mean (SD), change, mean score?, mean
n=39 n=33 mean (95% ClI) n=41 n=38 mean (95% Cl) (95% CI) (95% Cl), Pvalue
MYMOP 43 3.3(1.3), -1.0 4.6 4.0(1.2), -0.6 -0.8 -0.6(0to-1.1),
(1.1) =3B (0.4 to -1.5) (0.9) n=38 (-0.3t0-0.9)  [-1.4t0-0.2) P=0.05
Adjusted for missing data 3.5(1.3), 4.0(1.2), -0.4(-0.9t00.1),
n=233 n=41° P=0.12
EQ-5D index 0.47 0.53(0.33), 0.06 0.42 0.47(0.37), 0.05 0.06 0.03(-0.11 t0 0.16),
(0.33) n=232 (-0.04t0 0.16) (0.35) n=232 (-0.06t00.16) (0.1 to 0.24) P=0.70
Adjusted for missing data 0.52(0.32), 0.46(0.35), 0.02 (-0.13 t0 0.08),
n=3% n=41° P=0.66
W-BQ12 15.6 20.3(7.0), 43 15.3 15.4 (8.4, 0.0 4.8 44(1.6t07.2),
(6.8) n=232 (21t06.5) (7.1) n=236 (-1.9t01.8) (1.1t08.6) P=0.002
Adjusted for missing data 18.5(7.7), 14.8(8.4), 3.4(05t06.3),
n=239° n=41° P=0.02b
Totals, Totald, Within-group Totals, Totald, Within-group  Unadjusted Adjusted?,
n=39, n=39, rate ratio n=41, n =40, rate ratio rate ratio rate ratio
rate/year rate/year (95% Cl) rate/year rate/year (95% Cl) (95% Cl) (95% Cl)
Consultations 653,16.7 258, 13.2 0.79 615,15.4 233,11.9 0.76 1.13, 0.90, (0.70 to 1.15),
[0.67 to 0.93] [0.64t00.90]  (0.84to0 1.53) P=0.40

SD = standard deviation. *Adjusted for baseline score differences. ®Imputed values [(baseline value carried forward): adjustment for missing data. “Over previous 12 months.

d0Over previous 6 months.

British Journal of General Practice, June 2011 [e300



improved and GP consultation rates and
medication reduced, with no significant
difference between the groups. The
adjusted difference between the groups
was: EuroQol-5D 0.03 (95% Cl=-0.11 to
0.16), P=0.40; consultation rate/year 0.90
(95% CI=0.70 to 1.15), P=0.70; current
number of medications 0.56 (95% Cl = 0.47
to 1.6), P=0.28. The EuroQol anxiety and
depression dimension showed the largest
improvement (Table 4).

52 weeks' follow-up. At 52 weeks (Figure 2,
Table 5), the improvements in the members
of the acupuncture group who had finished
their acupuncture at 6 months were
maintained. Adjusted mean differences
within the acupuncture group (baseline to
52 weeks] were: MYMOP 0.8 (95% Cl=0.2
to 1.4}, P=0.017; wellbeing (W-BQ12) 3.8
(95% Cl =1.5t0 6.1), P=0.022; EQ-5D index
0.13 (95% Cl=0.02 to 0.24), P=0.03. The
control group, who had now also received
6 months of acupuncture, appeared to
show a ‘catch up’ improvement in all
outcome measures.

Adverse events. Six hundred and ninety-two
treatment sessions were delivered and no
serious adverse events were reported. Of
the 74 participants who responded to the
question at one time point or more, 37 (50%)
reported one or more bothersome
responses to treatment, and the degree of
bother was ‘a bit’ for 21; ‘quite a lot” for 13;
and ‘a great deal for 3. All three responses
that were scored as ‘a great deal
bothersome were in the category of ‘a
temporary worsening of symptoms’, and
other responses comprised ‘tiredness or
drowsiness’, ‘dizziness or light-
headedness’, ‘pain or tingling of the
needling’, and feeling more emotional’.

Written qualitative data. At the end of their
6 months of acupuncture, the optional open
question on MYMOP-qual ‘What has been
most important to you?" was answered by
82% of the acupuncture group at 26 weeks
and 80% of the control group at 52 weeks.
The most common theme was ‘rapport with
practitioner’, which included talking to a
friendly/empathic practitioner who listened,

Table 4. Outcome measure subscale scores at baseline and 26 weeks

Acupuncture group

Control group

Baseline, 26 weeks, Baseline, 26 weeks,

Scale or subscale n =39 n =33 n =41 n =38
MYMOP, median (IQR)

Symptom 1 5 (4-6) 4 (2-5) 5 (4-6) 5 (3.25-5)

Symptom 2 4 (3-5) 3 (2-4) 5 (3.75-6) 4 (3-5)

Activity 5 (4-6) 3.5 (2-5) 5 (4-6) 4 (3-5)

Wellbeing 4 (3-5) 3 (2-4) 4 (4-5) 4 (3-5)
W-BQ12, mean (SD)

Negative W-B 5.0 (3.5) 3(2.9) 6.2(2.8) 5.4 (3.5)

Energy 8.6 (2.5) 6.9 (2.8) 8.2(2.6) 8.2(2.7)

Positive W-B 5.3 (2.8) 5.8 (2.7) 5.8(3.2) 5.3 (3.5)
EQ-5D index
Mobility, n (%)

No problems in walking about 13 (33) 14 (42) 17 (41) 16 (44)

Some problems in walking about 26 (67 18 (55) 24 (59) 20 (56)

Confined to bed 0 1(3) 0 0
Self-care, n (%)

No problems with self-care 27 (69) 24 (73) 33 (80) 26 (76)

Some problems washing or dressing 11 (28) 8 (24) 8 (20) 8 (24)

Unable to wash or dress 1(3) 1(3) 0 0
Usual activities, n (%)

No problems 11 (28) 13 (39) 11(27) 7(20)

Some problems 26 (67) 18 (55) 28 (68) 26 (74)

Unable to perform 2 (5) 2 (6) 2 (5) 2 (6)
Pain/discomfort, n (%)

No pain or discomfort 3(8) 2(6) 2(5) 3(8)

Moderate pain or discomfort 25 (64) 23 (72) 27 (66) 22 (61)

Extreme pain or discomfort 11 (28) 7 (22) 12 (29) 11 (31)
Anxiety/depression, n (%)

Not anxious or depressed 12 (31) 12 (36) 8 (20) 10 (28)

Moderately anxious or depressed 24 (61) 10 (31) 26 (63) 17 (47)

Extremely anxious or depressed 3(8) 1(3) 10 (18) 9 (25)

QR = interquartile range. SD = standard deviation.
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Table 5. Outcome measures mean (SD) scores at all time points 5 (these values are shown graphically in

Figure 2)
Acupuncture group (received acupuncture Control group (received acupuncture
between 0 and 26 weeks) between 26 and 52 weeks)
Baseline, 12 weeks, 26 weeks, 52 weeks, Baseline, 12 weeks, 26 weeks, 52 weeks,
n =39 n=29 n =33 n=24 n=41 n =34 n =238 n=24
MYMOP:? 4.3(1.1) 3.4 (1.1) 3.3(1.3) 3.2(1.9) 4.6 (0.9) 3.8 (1.6) 4.0(1.2) 2.8(1.4
EQ-5D® Index 0.47 (0.33) 0.53 (0.28), 0.53 (0.33) 0.73 (0.10) 0.42 (0.35) 0.43 (0.37), 0.47 (0.37) 0.66 (0.27)
n=31
W-BQ12° 15.6 (6.8) 19.1(6.6), 20.3 (7.0) 20.0 (5.9) 15.3(7.1) 15.8 (8.0), 15.4 (8.4) 20 (5.9)
n=231
GP consultation rate/year 16.7 Not collected 13.2 113.5 15.4 Not collected 11.9 10.1

Higher score = worse health. *Higher score = better health.

Figure 2. Outcome data over 52 weeks (acupuncture

group received acupuncture weeks 0-26, control group

received acupuncture weeks 26-52).
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understood, provided explanations, and
sometimes gave advice and ‘treated me as
a whole". The responses also included
treatment effects such as generally feeling
better’, increased relaxation, sleep, and
energy, and symptom improvement. The
few negative comments constituted a lack
of symptom improvement, temporary
improvement, or a recurrence of symptoms

on stopping acupuncture. Other responses
related to improved self-awareness, self-
confidence and self-help, such as ‘a greater
awareness of my own needs and ‘able to
slow down my thought process to help me
think things through’, which were linked to
making ‘important changes in my personal
life” or starting ‘working on a temporary
basis’.
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DISCUSSION

Summary

Study  participants  had  long-term
unexplained symptoms, poor self-reported
health, and high healthcare resource use,
and came from a wide range of
socioeconomic and ethnic backgrounds. The
addition of up to 12 five-element
acupuncture consultations to their usual
care was feasible and acceptable (few
dropouts and high uptake of sessions), and
resulted in improved wellbeing and
individualised health status (MYMOP) that
was sustained up to 12 months. The
statistical significance of the improvement in
MYMOP score was sensitive to the
imputation of missing case data. However,
the method of data imputation employed
biased against the intervention, as it involved
carrying forward baseline values, and
therefore assuming no improvement from
baseline to 6 months in those individuals
with missing follow-up data in either the
acupuncture or control groups. There was
no evidence that the very high GP
consultation rates or their medication use
decreased during the 6 months of
treatment.

Strengths and limitations

The ‘black box" study design precludes
assigning the benefits of this complex
intervention to any one component of the
acupuncture consultations, such as the
needling or the amount of time spent with a
healthcare professional. In addition, the
waiting list design brings limitations to the
analysis because it does not allow a
between-group analysis beyond the
26 weeks. This design was chosen because,
without a promise of accessing the
acupuncture treatment, major practical and
ethical problems with recruitment and
retention of participants were anticipated.
This is because these patients have very
poor self-reported health (Table 3], have not
been helped by conventional treatment, and
are particularly desperate for alternative
treatment options. However, within these
limitations, the authors believe the
randomised design provides robust
evidence, and a 26-week questionnaire
response rate of 89% was achieved. The
within-group analysis does suggest that the
treatment effect is sustained in the

acupuncture group for 6 months after the
end of treatment. The sustained nature of
the change militates against it being purely
a function of a good relationship and
attention to the whole person, although the
written qualitative data indicate that both
these aspects were important.

Comparison with existing literature

This is the first trial of acupuncture for
people with unexplained symptoms.
However, the study population included
patient groups for whom acupuncture has
previously been shown to be cost-effective,
including those with headache®*2 and back
pain,®% and so adds to the evidence base in
this area. The written qualitative data also
confirm previous reviews?? concerning the
value of participation and its link to self-
efficacy — themes that are also evident in
the interview data to be reported
elsewhere® The lack of serious adverse
effects in this study is in accordance with
data from large-scale surveys of
acupuncture, which demonstrate its
safety.%5?

Implications for research and practice
This study has begun the process of
developing an evidence base for traditional
acupuncture as an additional treatment
option for these ‘difficult-to-help” patients,
and also provides generalisable data on
outcomes and baseline resource use on
which to base a longer term cost-
effectiveness trial. In view of the complexity,
severity, and chronicity of the health
problems presented, and the high take-up of
12 treatment sessions, the addition of
‘maintenance’  monthly  acupuncture
treatments beyond 6 months is likely to
increase effectiveness, self-efficacy, and
self-care. In keeping with the reviews of
successful ~ management  of  this
condition,?% this study has found that an
individualised approach that is based on an
explanatory theory that links physical and
psychological problems appears effective.
While further studies are required to
understand the detailed contributions of the
‘black box" of traditional acupuncture
consultations, GPs may recommend five-
element acupuncture to these patients, as a
safe and potentially effective intervention.
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