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Objective: To test the feasibility of a pragmatic trial design with economic evaluation
and nested qualitative study, comparing usual care (UC) with UC plus individualised ho-
meopathy, in children requiring secondary care for asthma. This included recruitment
and retention, acceptability of outcome measures patients’ and health professionals’
views and experiences and a power calculation for a definitive trial.

Methods: In apragmatic parallel group randomised controlled trial (RCT) design, children
on step 2 or above of the British Thoracic Society Asthma Guidelines (BTG) were randomly
allocated to UC or UC plus a five visit package of homeopathic care (HC). Outcome mea-
sures included the Juniper Asthma Control Questionnaire, Quality of Life Questionnaire
and a resource use questionnaire. Qualitative interviews were used to gain families’ and
health professionals’ views and experiences.

Results: 226 children were identified from hospital clinics and related patient data-
bases. 67 showed an interest in participating, 39 children were randomised, 18 to HC
and 21 to UC. Evidence in favour of adjunctive homeopathic treatment was lacking. Eco-
nomic evaluation suggests that the cost of additional consultations was not offset by the
reduced cost of homeopathic remedies and the lower use of primary care by children in
the homeopathic group. Qualitative data gave insights into the differing perspectives of
families and health care professionals within the research process.

Conclusions: A future study using this design is not feasible, further investigation of
a potential role for homeopathy in asthma management might be better conducted in
primary care with children with less severe asthma. Homeopathy (2011) 100, 122—130.
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Introduction

The debate continues about provision of homeopathy in
the National Health Service (NHS).! The use of homeopa-
thy and other complementary therapies is increasing, with
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increased over the past ten years and it constitutes
a significant burden to children, their families and Health
Services. Motivating factors for use of complementary
and alternative medicine (CAM) vary but include
parents’ wish to minimise use of steroids® yet asthma re-
mains a potentially life threatening condition where the
use of regular conventional treatments is strongly recom-
mended. Research into the role of homeopathy in this con-
text is essential for patients to make informed and safe
choices for their children’s health care.

Some in-vitro models of high homeopathic dilutions
have yielded reproducible positive results.® One study
showed that low dose cytokines which have undergone ‘se-
quential kinetic activation’ were active in a mouse asthma
model.” A Cochrane review of homeopathy for asthma
concluded available evidence was inconclusive and that,
as well as randomised trials, there is a need for observa-
tional data to document the different methods of homeo-
pathic prescribing.® Observational data from clinical
practice suggests that homeopathy can improve asthma
for children.*® Clinical trials in asthma have mainly
centred around the use of isopathic homeopathic
medicines, for example, an ultra molecular dilution of
house dust mite to desensitise allergic triggers.'*!!

In routine clinical homeopathic practice individualised
homeopathic prescriptions are considered more effective
treatment because the body is viewed as a whole system to
which the medicine is matched: symptoms of the mind and
body are synthesised and a single remedy chosen. One trial
of individualised homeopathy included a high proportion
of children with very mild asthma and it was therefore diffi-
cult, due to floor and ceiling effects, to demonstrate a benefit
of the intervention.'*'? We therefore tested the feasibility of
a possible future pragmatic randomised trial design in
children with more severe asthma, who were at Step 2 or
above on the British Thoracic Guidelines (BTG)'* and re-
quired secondary care input for their asthma management.

Aims
This study was designed to:

e Establish whether we could successfully recruit and retain
patients from this target population, whether randomisa-
tion was acceptable and other aspects of a larger trial.

e Pilot the acceptability of outcome measures to study par-
ticipants and explore between-group differences.

e Explore patients’ and health professionals’ views and ex-
periences of living with asthma, the research process and
homeopathic treatment.

o Pilot the feasibility of an economic evaluation using re-
source use questionnaires.

e Enable a power calculation for a definitive trial.

Methods

Design

Following the Medical Research Council’s guidelines on
the evaluation of complex interventions,'” this was a mixed
methods study using both quantitative and qualitative re-
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search to investigate the research content and process. We
used a pragmatic parallel randomised controlled trial design
of ‘A versus [A + B]’, where A is usual care (UC) and B is
homeopathic care (HC). The study was approved by the Ox-
fordshire Ethics Committee (05/Q1605/126 November
2005) and had approval from the Medicines and Health
care Products Regulatory Agency (MHRA). The qualitative
findings will be presented in more depth in another paper.

Participants

Inclusion criteria were: children aged 7—14 years who
were seen in a secondary care respiratory clinic (the outpa-
tient departments of the Bristol Royal Hospital for Chil-
dren (BRHC) and Southmead Hospital (SMH), Bristol)
and who were at Step 2 or above on the BTG'® (see
Table 1). Exclusion criteria were: children who were pres-
ently using homeopathy, who were too unwell to take part
or refused informed consent.

Every child and his or her parents were informed ver-
bally by research and clinic nurses that the study was taking
place followed by a letter of invitation to join the study. The
homeopathic intervention was delivered at the Bristol Ho-
meopathic Hospital (BHH) part of University Hospitals
Bristol NHS Foundation Trust.

Interventions

The study took place from January 1st 2005 to September
30th 2007 with a defined end point of 16 weeks after initiat-
ing homeopathic treatment for each subject. HC consisted of
an existing package of care offered at the BHH consisting of
one long initial consultation lasting up to 60 min and four
follow up visits spaced between 4—8 weeks, each lasting
20 min. The same doctor (TT) treated all patients, prescrib-
ing on the basis of several homeopathic therapeutic strate-
gies. The ideal was considered matching ‘totality of
symptoms’ but isopathic medicines such as mixed pollen
or cat fur for known allergens were also used. Clinical cases
were supervised as needed by the lead clinician of BHH
(ET). The homeopathic prescriptions were in tablet, granule
or liquid form and potency was unrestricted. Children in the
UC arm were seen at intervals appropriate to their needs as
judged by the individual respiratory clinician who was not
directly informed of randomisation status.

Outcome measures

Identification of study participants, ease of recruitment
and retention within the trial were recorded. Outcome mea-
sures were not formally designated as primary or secondary
as in a phase II trial, since one of the objectives of this study

Table 1 British Thoracic Society Asthma treatment steps

Step 1 As needed bronchodilator

Step 2 Regular inhaled corticosteroid plus as
needed bronchodilator

Step 3 Plus long acting beta agonist (LABA)
e.g. serevent, or leukotriene—receptor antagonist
(LTRA), e.g. montelukast

Step 4 Plus high dose inhaled corticosteroid

Step 5 Plus regular systemic corticosteroid
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was to assess appropriateness of various outcomes for a fu-
ture RCT. Patients were asked to keep daily symptom diaries
recording interference of asthma symptoms with sleep, ac-
tivity and daily symptoms plus a measure of morning and af-
ternoon peak flow. The Paediatric Asthma Quality of Life
Questionnaire (PAQLQ) and Asthma Control Questionnaire
(ACQ) were administered monthly'”'® by post. The
Medication Change Questionnaire (MCQ) recorded any
changes in medication on a weekly basis.

We estimated the cost to the health care provider (the
National Health Service in England) and parents and carers
over the course of the study. Parent and carer costs in-
cluded: travel associated with primary and secondary
care; and loss of earnings. All resource use data were col-
lected by means of a self completed questionnaire, admin-
istered monthly. Resources were valued, where possible,
using standard national sources. Primary care consultations
were valued according to the methods of Curtis and Net-
ten'® and we used the NHS tariff’* and Department of
Health Reference costs?' for secondary care and ambu-
lance services. The cost of a consultation at the BHH
was obtained from the finance department of the hospital
as was the cost of the homeopathic remedies. For pre-
scribed medication we used costs reported in the British
National Formulary22; the AA schedule of motoring
costs™® was used for travel by car. The impact of asthma
on daily living along with a measure of well-being was
measured using Outcome in Relation to Daily Living
(ORIDL) at the end of the 16 week study period** (see
Table 2 for the schedule of assessments).

Paired interviews were conducted with children and par-
ents in the homeopathy arm after study completion with
recognition given to the parent’s potential influence on
the child’s account. The interview schedule included living
with asthma, the research process and experiences of ho-
meopathic treatment. Interviews with health professionals
explored their views of homeopathic treatment and poten-
tial integration and the research process. All interviews
were recorded (using a digital recorder), fully transcribed
and anonymised.

Sample size

It was judged that a sample size of between 50 and 80
participants would allow sufficient data to compare the
groups to be gathered. For the qualitative interviews a pur-

Table 2 Schedule of assessments during study period

poseful sampling strategy targeted 10 children and their
carers from the homeopathy arm only and 9 families
were subsequently interviewed. Sampling for variation
was used, to include patients with some degree of diversity
in terms of socio-demographic background and asthma se-
verity. A range of health care professionals involved in the
study was also interviewed, including three respiratory
physicians, two respiratory nurses, two homeopathic phy-
sicians and the research nurse.

Patient allocation and blinding

After obtaining informed consent, patients were allo-
cated to receive either UC or UC plus individualised ho-
meopathy minimising by disease severity, age and
gender. For consenting patients, data were sent to a staff
member not otherwise involved with the study who imple-
mented the minimisation spreadsheet thereby ensuring al-
location concealment. Due to the nature of the treatment,
this was an open trial. Outcome measures were completed
by children and parents at home and the data analyst re-
mained blinded to group allocation until all analyses
were completed.

Statistical methods

An intention to treat analysis (last value carried forward
method) was conducted. Because of the multiple indepen-
dent variables, between-group differences at follow up for
each of the outcome measures were estimated using appro-
priate regression models, adjusting for minimisation vari-
ables and the value of the outcome variable at baseline.
In consideration of the magnitude of likely differences
for any future trial, we focussed on 95% confidence inter-
vals (95% CI); p-values were not considered. Data from the
semi-structured interviews were analysed thematically,
drawing on the principles of constant comparison with
analysis proceeding alongside data collection in an itera-
tive process.g’lo Data were analysed both for emergent
themes and anticipated themes directly asked about in
interviews to inform the development of a protocol for
a full trial. Disconfirming and confirming cases were
sought to enhance the robustness of the analysis.
Analysis was led by JN but ET and AS independently
coded a sub-sample of the transcripts and met with JN to
discuss and agree the coding framework.

Visit Visit 1. Visit 2. Visit 3. Visit 4. Visit 5.
Weeks after randomisation -1 0 +4 +8 +12 +16
ACQ X X X X X X
PAQLQ X X X X X X
Patient diary including peak flow, interference with sleep X X X X X X
and activities and days of symptoms

Resource data questionnaire X X X X X X
Medication Change Questionnaire X X X X X
ORIDL X
Qualitative interviews with families X
Qualitative interviews with health professionals X
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Results

Patient recruitment, retention and the acceptability of
the research process

Figure 1 describes the participant flow through the study.
The diagram includes information on the interventions re-
ceived, outcome measures sent out and received and the
number of patients actively followed up at different times
during the trial. Recruitment was slow and a second recruit-
ment site (SMH) was added following ethics approval. De-
spite aiming for a total sample size of 50—80, out of 226
potential families identified, 67 showed an interest in tak-
ing part and were sent the first pack of questionnaires, ul-
timately 39 children took part and were randomised to
HC or UC.

Decisions about participating in the study were influ-
enced positively by an openness to complementary ap-
proaches or negatively by worries over school attendance
and a preference for local health centres. Other motivating
factors included parent’s worries about long term conven-
tional treatments particularly steroid side effects, an inter-
est in a whole person approach and some felt ‘anything was
worth a try’. The majority of families interviewed thought
that the research was explained well and the quality of con-
tact with respiratory nurses and research nurse was good
and all nine families found the study to be well-organised
and interesting to participate in. 35 participants completed
the trial (17 HC/18 UC). 4 families withdrew post random-
isation, 3 in the UC arm and 1 in the HC group (see
Figure 1). Retention within the trial following randomisa-
tion was good although some questionnaires were not re-
turned and families blamed the post for this. Attendance
was variable. Children in the UC arm had a mean number
of 0.67 outpatient appointments (median=0) whereas
those receiving HC had a mean of 3.89 (median = 4). Chil-
dren randomised to the homeopathic treatment attended
a mean number of 3.1 appointments (mode=3; me-
dian=3) at the homeopathic hospital; four children
(23%) attended for the full five visits as per protocol.
Some families did not appear to have a clear motivation
for using homeopathy and did not stay committed to the
process. Some found the quantity and frequency of ques-
tionnaire completion a burden, in the context of a busy
life where the child may already have multiple clinical ap-
pointments. The prescribing homeopath at times was chal-
lenged by the lack of commitment from some families (see
Table 5). A range of potencies were used from 12¢ to 10M
and LM dilutions as needed. A combination of
individualised remedies reflecting totality and isopathic
prescriptions were used. Low potencies and LM potencies
were given regularly otherwise a single split dose was
given.

Baseline characteristics and the complexity of asthma
and its management

Baseline characteristics are set out in Table 3. Thirty
children (77%) were at step 3 or 4 of the BTG indicating
these children needed a significant number of regular med-
icines to improve symptoms. Despite medication, symp-
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tom burden was present at baseline as detected
sensitively by the ACQ which also indicated poor control.
Two children were at step 5 and one child had a number of
hospital admissions and follow up within the trial was dif-
ficult (see Table 3). When asked to indicate activities that
were affected by their asthma, children chose a range of of-
ten physical activities at school and at home such as
cricket, football, playing outside along with skipping, sing-
ing and laughing. This was mirrored in the qualitative data
with children particularly worried about physical impair-
ment (see Table 4). Parents were very happy with the
care received from the respiratory team and their access
to clinical support for what was a frightening illness with
interview data showing high levels of anxiety (see Table
4). All professional groups commented on the complexities
of asthma and ‘variables such as anxiety that predispose
them to a worsening of their asthma’ (HP4). A nurse em-
phasized ‘family dynamics’ (HPS) as well as the illness
and the individual. Respiratory physicians felt some disap-
pointment with current medications and even new, more
potent drugs were viewed as more problematic, with
a higher risk of ‘serious adverse effects’ (HP6). Control
was also thought to be compromised by limited compliance
with treatment regimens. The homeopathic physician ad-
mitted to finding prescribing homeopathy in this complex
clinical condition challenging because of a reduction of
asthma symptoms controlled by medication which would
usually guide the prescriber to an appropriate homeopathic
remedy (See Table 5).

Exploring differences in outcome between groups using
mixed methods

An intention to treat analysis was carried out and although
differences between groups were observed for asthma con-
trol and asthma quality of life (Table 6) differences across
the range of outcome measures were close to null and
95% CI were wide suggesting any evidence for differences
between groups was lacking. Although there was evidence
of a difference in both morning and evening peak flow in fa-
vour of the UC arm, mean number of medicines and total
doses of medicines per week point estimates were close to
0 and confidence intervals were wide. We were therefore un-
able to exclude clinically meaningful differences for peak
flow or any other outcome measure (Table 6).

Interview data revealed that three of the nine families in-
terviewed felt that homeopathic treatment made no differ-
ence to the child’s asthma symptoms. Six families
reported improvement in symptoms and activity during the
trial, in terms of breathing, running and sports. One of the
children had moved on to steroid tablets at the same time
as commencing homeopathy and found it hard to disentan-
gle whether the benefits were due to homeopathy or the med-
ication. A whole person approach was valued by parents,
namely the combination of the remedy, looking at feelings
and dietary advice. One mother reported changes with the
homeopathic remedy where her daughter ‘has come out of
herself” (FM3), with membership of the school netball
team and school attendance up from 61% to 91%. Families
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Number of families of children with asthma of suitable age ‘Asthma clinic patients who did not wish/could
approached in asthma clinic (n=77) +BCH (n=117) not participate
SM (n=32) Total (n=226) ¥ Not Thursdays (n=5)
¥» Lives too far away (n=5)
* Already using homeopathy (n=3)
¥» Toowall (n=3)
¥ Too many hospital appointments (=8)
¥ Can't be bothered (n=2)
» Took info away (n=11)
¥» Canl afford the time (n=4)
> Don't want to miss school (n=2)
» Other (n=7)
¥» Homeopathy won't work (n=1)
iidren ; " » Did not respond to letter (n= 108 )
{n = 36)+Specialist nurse database (n=16) Jotal (o=158)
SMH (n=13)
Withdrew pre consent
Reasons for withdrawal:
» Not Thurs (n=2)
»  Toowell (n=3)
» Can't be bothered (n=3)
> Cant afford the time (n=4)
> Don't want to miss school (n=2)
» Other (n=14)
Total (n=28)
¥ Randomised : from clinic (n=19)
> Total (n=39)
» 1" Outcome Measures (OM's) sent
Baseline ‘/ \
HC (n=18) ‘ uc (n=21)
» 2nd set of OM's
sent (n=17) .
» Completed and * 2nd set of OM's sent
returned 2nd OM's [+ _ (n=21)
(n=15) » Completed and
> Withdrawn due to retumed 2nd OM's
time commitment (n=18)
and loss of time at > ?arg;ndsr letters sent
= n=
achool (=1} »  Withdrawn: father
away on business
and living up north
with mum (n=1) did
not return forms (n=1)
4 weeks

HC Visit 2 (n=17)

» 3rd set of OM's

> Withdrawn (n=0)

8 Weeks

HC Visit 3 (n=17)

4th set of OM's sent (n=17)

Y v

(n=17)
> Withdrawn (n=0)

Completed and returned 4th OM's

e

12 Weeks

5th set of OM's sent (n=17)
¥ Completed and returned

A4

HC Visit 4 (n=17)

5th OM's (n=15)
¥ Withdrawn (n=0)

HC Visit 5 (n=17)

i

UC (n=19)

HC Invited for qualitative
interview (n=14)

Consent forms returned (n=9)
Refused (n=1)
Health Care Professionals n=8

(n=18)

returned (n=1)

¥ 3rd set of OM's sent (n=2(]'g
¥ Completed and returned 3™ OM's

¥ Withdrawn: questionnaires not

OM's (n=18)
> _Withdrawn (n=0)

4th set of OM's sent (n=18)
—s » Completed and returned 4th

UcC (n=18)

>

5th set of OM's sent (n=18)

Completed and
returned 5th OM's
(n=18)
Withdrawn (n=0)

UC Invited for interview
(n=0)

Figure 1 Participant flow.
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Table 3 Characteristics of trial participants at baseline
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Table 5 Excerpts and qualitative transcripts — experience of HC

Total: n=39 UC:n=21 HC:n=18

No. males:No. females 9 (43%):12 (57%) 11 (61%):7 (39%)

Mean age (years) 10.4 (SD 2.9) 11 (SD 2.6)
No. at BCH:No. at 15 (71):6 (29%) 13(72%):5(28%)
Southmead

Use of CAM in past 7 (33%) 4 (22%)
BTG steps

Step 2 4 (19%) 3 (17.5%)
Step 3 8 (38%) 4 (22%)
Step 4 8 (38%) 10 (55%)
Step 5 1 (5.0%) 1 (5.5%)
ACQ* 1.7 (1.2) 2.1(1.1)
PAQLQ-symptoms* 5.0 (1.3) 4.5 (1.6)
PAQLQ-activity score* 4.8 (1.4) 41 (1.7)
PAGLQ-emotional 5.0 (1.6) 4.7 (1.6)
score*

Interference with sleep* 0.5 (0.9) 1.7 (2.3)
Days of symptoms* 3.7 (2.8) 4.0 (2.5)
Interference with 1.7 (2.1) 2.0(2.2)
activities™

Peak flow (morning)* 284 (91.4) 262 (70.1)
Peak flow (evening)* 286 (88.0) 262 (68.5)
No of doses per week 74.9 (55.1) 82.2 (68.5)
on MCQ*

Mean no meds on 2.9(1.3) 3.0(2.2)
McQ*

The Minimal Important Difference (MID) is 0.5 on the seven point
score for asthma control. A higher score suggests poorer control
and a score of 1.50 or greater suggests asthma is not well con-
trolled. ACQ total indicates composite of six item questionnaire.
For PAQLQ MID =0.5 per domain and overall quality of life with
higher scores showing less impact on quality of life. Mean with stan-
dard deviation is given.

* Mean (SD).

valued being able to reflect on the condition in more depth
and some felt the emphasis placed on the child’s own expe-

rience of asthma was not only revealing but sometimes led to
changes at the level of emotion and well-being (see Table 5).

Table 4 Excerpts from qualitative transcripts — experience of
asthma and conventional care (HP = Health Professional
FM = Family Member FC = Family Child)

Parents’ and
professionals
experience of asthma

Family dynamics are ‘very pertinent’
(HP5) and can act as a barrier to taking
medication as prescribed.

“Geared to keeping around him, trying to
keep him healthy all of the time” (FM1).
“A bit frightening when he gets rushed in”
(FM4). “It is a bit of a nightmare. It really
is a bit of the nightmare” (FM6).

“At the moment we can’t see any end to
where he can stop having it. This worries
me the most” (FM1).

“Don’t spin and not spin around fast,
don’t jump up high” (FC5). “l can’t run as
fast because | get tired and | have to
always stop” (FC3).

Children’s experience
of asthma

Experience of
conventional care

“At the actual hospital itself, absolutely
brilliant.” (FM9) “The consultants have
responded very well, you know, when
we’ve needed help and we’ve got a,

a respiratory nurse now.” (FM7)

“The general asthma nurse through the
GP | just felt like that’s all, all she
basically ... | felt | could’ve told her more
about it than she, she knew to be
honest.” (FM9)

Parents expectations “It wasn’t something | particularly

of HC believed in. but you tend to get to a stage
anything’s worth a try ... | didn’t think it
would work, to be honest” (FM2).
“I think it's her whole person we need to
concentrate on and the only way I'm
going to get that done is to go
homeopathic”.

Participation in study “It did make you sort of stop and think
about it a little bit more about how it's
affecting your life and perhaps well, if it's
doing this, is there anything we can do to

make it better or change that?” (FM7).

Parents and “About halfway through, | sort of started
homeopathic physician’s to realise why they were asking these
experience questions, because if you have like ... if
of homeopathic you ... they said if you have nightmares
consultations more than what you do normal dreams,
there’s different medication which you
need forit, sort of ... then it sort of clicked
and | sort of realised.” (FC2)
“And because she’s very quiet and he
sort of helped her to talk about things,
whereas normally they’ll go past her,
because she doesn’t answer, and they
just go straight to me, when what she
came out with, some of it we didn’t even
know, [yeah] so it was good. It was good,
yeah.” (FM3)
Some people came along with no idea of
what homeopathy was about and
a ‘significant minority’ didn’t stay
committed to the process. (HP1)
Children with serious problems needed
to keep their other medication at a high
level, and “if a child has no asthma
symptoms and no real suffering to talk
about, then ... you just sometimes find it
impossible to individualise the case”.
(HP1)

Economic evaluation (see Table 7 and 8)

Complete data on resource use were available for 35 chil-
dren (17 HC and 18 UC) suggesting data collection using
monthly questionnaires was feasible. The main categories
are summarised in Table 7. The use of primary and inpatient
care was similar in each group, four children (two in each
arm) spent some time in hospital. Ten (28%) parents re-
ported having some time off work because of their child’s
illness varying from one day to a maximum of 32. The
mean cost per patient, by group, is shown in Table 8. On av-
erage each of the children in the HC group cost the NHS
£615 more than each of those in the UC group. This differ-
ence is largely accounted for by the frequency of outpatient
visits by children receiving HC. The lower cost of homeo-
pathic remedies compared to conventional medication
and the lower use of primary care by children in the homeo-
pathic group was not sufficient to offset the difference in
outpatient costs of £482. The greater number of outpatient
appointments for children receiving HC was also reflected
in parental costs. Travel for these appointments and loss
of earnings due to time off work was higher in this group
than for those in the UC arm.

Adverse events: An adverse event was reported for one
child in the HC arm who required hospitalisation, unrelated
to homeopathic treatment.
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Table 6 Outcome measurements 4 weeks and 16 weeks after randomisation [mean (SD)]

4 4 16 16 UC—HC over 16 weeks
uc HC uc HC Mean difference in change from baseline
[95% CI] on repeated measures

juniper asthma control (ACQ)* 1.4(1.1) 1.6 (1.1) 1.7 (1.2) 2.0 (1.4) 0.95 [-2.84 t0 4.73]
PAQLQ-symptoms 5.3 (1.5) 52(1.2) 5.1(1.4) 5.0 (1.6) —0.1[-0.8 t0 0.6]
PAQLQ-activity 5.3(1.6) 5.0 (1.2) 5.4 (1.6) 5,5(1.7) 0.16 [—0.65 to 0.96]
PAQLQ-emotional 5.7 (1.5) 5.3 (1.3) 5.4 (1.4) 5.3(1.6) —0.3[-1.03t0 0.4]
Interference with sleep* 1.0 (1.9) 1.1 (1.6) 0.9 (1.8) 1.6 (2.6) 0.05[-0.6t0 0.7]
Days of symptoms 2.9 (3.1) 1.9 (2.4) 2.9 (2.6) 2.8 (3.1) —0.25[-1.23 10 0.7]
Interference activities 1.05 (2.1) 1.2 (1.6) 0.9 (1.5) 1.6 (2.4) 0.2[-0.36 t0 0.8]
Peak flow (morning) 276 (89.2) 251 (66.3) 282 (100.6) 221 (64.8) —39[-7210 —6.9]
Peak flow (evening) 278 (91.9) 249 (64.1) 289 (101.5) 219 (55.7) —40[-721t0 —9.1]
Doses per week on MCQ 59.5 (79.5) 49.6 (45.6) 66.4 (72.6) 64.2 (68.7) 2.4[-15.31020.2]
Mean no meds on MCQ 2.5(1.6) 2.1 (1.4) 2.9 (3.0 2.9 (2.5) 0.7 [-0.9t0 1.1]

ORIDL (profile score)

~0.37[-0.4t05.7]

* Lower score = improvement.

Discussion

This feasibility study was carried out to determine the best
design for a future study to investigate whether a package of
HC as delivered routinely in practice could safely and cost
effectively improve asthma symptoms and quality of life
in children with severe asthma. Findings suggested the com-
plexity of the disease within the family context appeared to
challenge the trial process and the homeopathic process.
Qualitative and quantitative data highlighted poor asthma
control in both groups and the ongoing difficulties of the
day to day management of asthma reinforcing the burden
this disease represents to families. Extra appointments and
completing questionnaires in an already complex timetable

Table 7 Resource use by group

HC uc

n % n %
Primary care appointments
0 8 471 7 38.9
1 4 23.5 6 33.3
2 2 11.8 3 16.7
3 2 11.8 1 5.6
>3 1 5.9 1 5.6
Total 17 100.0 18 100.0
Outpatient appointments
0 0 0.0 10 55.6
1 0 0.0 6 33.3
2 1 5.9 0 0.0
3 4 23.5 2 111
4 8 471 0 0.0
5 4 23.5 0 0.0
Total 17 100.0 18 100.0
Inpatient stays
0 15 88.2 16 88.9
1 1 5.9 1 5.6
2 1 5.9 1 5.6
Total 17 100.0 18 100.0
Days off work
0 14 82.4 11 61.1
1 1 5.9 3 16.7
2 0 0.0 3 16.7
5 1 5.9 1 5.6
32 1 5.9 0 0.0
Total 17 100.0 18 100.0

Homeopathy

for families were seen as burdensome even if families had an
interest in complementary therapies.

Quantitative data suggest no advantage to children with
severe asthma by adding HC to UC, although qualitative
data suggest added value for some individuals. This has
been discussed in the literature before with the suggestion
that Stated Preference Discrete Choice Modelling could be
a method to evaluate the added value provided by comple-
mentary approaches.25 New outcome measures are being
developed with a broader view of holistic care in their de-
sign allowing deeper changes at the emotional and psycho-
logical level to be viewed.?® The use of such measures
could be considered in a future trial.

The economic evaluation suggests the extra cost of ho-
meopathic appointments is not offset by lower use of health
care elsewhere although whether it was appropriate to expect

Table 8 Cost per patient by group

£ HCn=17 UCn=18 Mean
difference

Mean (SD) Mean (SD) (95% Cl)

NHS costs

GP at the surgery 16 (22) 20 (36) —4 (-25t0 16)

Other primary care 23 (43) 27 (66) —4.00 (—42to 34)

All primary care 39 (56) 47 (95 —8 (—62 to 46)

BHH 471 (102) — 471 (—4283 to 520)

BCH 65 (78) 31 (51) 34 (—11t079)

Other outpatient 19 (43) 43 (94) —23 (=74 t0 27)

appointments

All outpatient 555 (106) 73 (107) 482 (409 to 555)

appointments

Inpatient stays 225 (787) 100 (307) 126 (—281 to 532)

Ambulance use 30 (71) 0.00 (0.0) 30 (—4 to 63)

All secondary care 810 (887) 173 (313) 637 (185 to 1089)

and ambulance

Prescribed 89 (53) 103 (89) —14 (—65 to 37)

medication and

remedies

All NHS 937 (913) 323 (374) 615 (140 to 1090)

Personal costs

Travel for primary 0.75(1.4) 1.10(1.9) —-0.35(—1.5t00.8)

care visits

Travel for secondary 34 (39) 7.83 (11.7) 27 (7 to 46)

care visits

Loss of earnings 72 (244) 14 (29) 58 (—59 to 176)

All personal costs 108 (271) 23 (37) 85 (—46 to 216)




cost neutrality or cost savings with an additional service is
debatable. This pilot economic data contrasts with a recent
retrospective observational study of homeopathic versus
conventional therapy in respiratory disease in Italy.”’
Here, the costs of conventional drugs for a group of patients
affected by asthma and recurrent respiratory infections using
homeopathy were matched to a group using conventional
medicines only. Costs of pharmacological therapy were re-
duced by 46.3% in the first year of homeopathic treatment.

One of the strengths of this study was the mixed methods
that allowed the different facets of asthma management
and the research process to be studied and we have chosen
to report these mixed methods together in one paper. Lim-
itations include not having gathered qualitative data from
the UC arm to gather their experience of the trial and to un-
derstand UC better or to interview those patients who with-
drew from the study post randomisation. A further
limitation was the length of the study period which may
have needed to be longer in order for homeopathic treat-
ment to make an impact in a complex disease with high var-
iability through the year.

The use of a pragmatic design such as the one we chose
has been debated in the literature with some having the
view that the design lends itself to only a positive result.”®
However pragmatic trials in homeopathy had a higher rate
of negative outcomes than placebo controlled trials when
reviewed for the House of Commons Science and Technol-
ogy Committee ‘Evidence Check’ report.29 There may be
something in this design which is problematic perhaps be-
cause UC is not standardised. A study investigating health
care provided by a homeopath as an adjunct to UC for fi-
bromyalgia found recruitment to be slow and the drop
out rate in the UC to be higher. Those completing the trial
in the UC arm reported a significant increase in their
McGill Affective scores.*® The authors questioned the de-
sign and wondered if it led to disappointment bias. How-
ever they found significant reduction in the Fibromyalgia
Impact Score and given the acceptability of the treatment
and the clinically relevant effect on function a definitive
study to assess clinical and cost effectiveness was war-
ranted.

Although our study showed no overall cost saving to the
NHS others studies have suggested that savings can be
made for adults and children using homeopathy.*'~* If
a future trial along these lines was considered recruitment
might be improved if it were conducted in a primary care.
Recruiting children with less severe asthma from step 2 of
the BTG from primary care would create greater
heterogeneity in a group of children and represent families
who could more likely manage additional homeopathic
VISItS.

Conclusion

From this pilot study of a pragmatic parallel group rand-
omised controlled trial design to compare UC with UC plus
individualised homeopathy, in children requiring second-
ary care for their asthma management, we conclude that
a future trial of similar design is not feasible. Difficulties

Usual care with usual care plus homeopathy in asthma
EA Thompson et al

are predicted at various stages of the research process in
this particular population of children. Quantitative data
suggest that integrating homeopathy into existing conven-
tional care would not confer additional benefit either med-
ically or financially although this contrasted with
qualitative evidence that some families felt they had
benefited from and valued additional HC. Mixed quantita-
tive and qualitative methods were very useful in the pilot
phase to give detailed insight into individual and contrast-
ing perspectives when compared to the quantitative sum-
mary of this patient population under study.
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