Effectiveness of Homeopathy for
Clinical Conditions:
Evaluation of the Evidence
Review of Submitted Literature
Prepared for the NHMRC Homeopathy Working Committee
by Optum

September 2013

EFFECTIVENESS OF HOMEOPATHY FOR CLINICAL CONDITIONS: REVIEW OF SUBMITTED LITERATURE

SEPTEMBER 2013

Table of Contents
List of Abbreviations ............................................................................................................................ 4

1
2

Introduction....................................................................................................................... 5
Review of submitted literature ........................................................................................ 7
2.1 Methodology ...................................................................................................................................... 7
2.1.1
2.1.2

Study eligibility.................................................................................................................................... 7
Critical appraisal and data extraction ................................................................................................... 7

2.2 Results of the review of submitted literature ...................................................................................... 8
2.2.1
2.2.2
2.2.3
2.2.4
2.2.5
2.2.6
2.2.7
2.2.8
2.2.9

Overview of the submitted literature .................................................................................................... 8
Otitis media ........................................................................................................................................ 10
Delayed-onset muscle soreness .......................................................................................................... 12
Depression ......................................................................................................................................... 15
Bruising.............................................................................................................................................. 16
Sleep or circadian rhythm disturbances.............................................................................................. 17
Pain and postoperative recovery after total abdominal hysterectomy ................................................ 19
Tracheal secretions............................................................................................................................. 20
Wound healing after foot surgery....................................................................................................... 23

3 References ........................................................................................................................ 25
Appendix A
List of excluded studies ......................................................................... 26
Appendix B
List of included studies ......................................................................... 52
Appendix C
Data extraction and quality assessment forms ................................... 53

Prepared for the NHMRC Homeopathy Working Committee by Optum

2

EFFECTIVENESS OF HOMEOPATHY FOR CLINICAL CONDITIONS: REVIEW OF SUBMITTED LITERATURE

SEPTEMBER 2013

List of Tables
Table 1
Table 2
Table 3

SIGN levels of evidence for intervention studies (SIGN, 2011) ................................. 8
Summary of the application of the exclusion criteria to the submitted literature ... 10
Evidence summary table of Sinha et al (2012) on the effectiveness of homeopathy
for the treatment of acute otitis media .................................................................. 12
Table 4 Evidence summary table of Tveiten et al (1998) and Vickers et al (1998) on the
effectiveness of homeopathy for the treatment of delayed-onset muscle soreness
................................................................................................................................. 14
Table 5 Evidence summary table of Adler et al (2009) on the effectiveness of homeopathy
for the treatment of depression ............................................................................. 16
Table 6 Evidence summary table of Seeley et al (2006) on the effectiveness of
homeopathy for the treatment of bruising............................................................. 17
Table 7 Evidence summary table of Waldschutz and Klein (2008) on the effectiveness of
homeopathy for the treatment of sleep disorders ................................................. 19
Table 8 Evidence summary table of Hart et al (1997) on the effectiveness of homeopathy
for the treatment of pain and postoperative recovery after total abdominal
hysterectomy........................................................................................................... 20
Table 9 Evidence summary table of Frass et al (2005) on the effectiveness of homeopathy
for the treatment of tracheal secretions ................................................................ 22
Table 10 Evidence summary table of Karow et al (2008) on the effectiveness of
homeopathy for wound healing after foot surgery ................................................ 24

Prepared for the NHMRC Homeopathy Working Committee by Optum

3

EFFECTIVENESS OF HOMEOPATHY FOR CLINICAL CONDITIONS: REVIEW OF SUBMITTED LITERATURE

SEPTEMBER 2013

List of Abbreviations
DOMS

Delayed onset muscle soreness

HWC

Homeopathy Working Committee

MADRS

Montgomery and Asberg Depression Rating Scale

NHMRC

National Health and Medical Research Council

SIGN

Scottish Intercollegiate Guidelines Network

VAS

Visual Analogue Scale

Prepared for the NHMRC Homeopathy Working Committee by Optum

4

EFFECTIVENESS OF HOMEOPATHY FOR CLINICAL CONDITIONS: REVIEW OF SUBMITTED LITERATURE

SEPTEMBER 2013

1 Introduction
The purpose of this Review of Submitted Literature is to review and evaluate the individual studies
submitted to the National Health and Medical Research Council (NHMRC) as potential evidence of
the clinical effectiveness of homeopathy for any clinical condition. The literature was submitted by
the Australian Homoeopathy Association, the Australian Medical Fellowship of Homeopathy and
members of the public. This report accompanies the Overview Report on the effectiveness of
homeopathy for any clinical condition. Both reports have been prepared by Health Technology
Analysts Pty Ltd (the evidence reviewer, trading as Optum), in conjunction with the Homeopathy
Working Committee (HWC). They will be considered in the development of an Information Paper to
summarise the evidence on the effectiveness of homeopathy for the treatment of clinical conditions.
They will also be considered in the development of a Position Statement to declare NHMRC’s
position on homeopathy as a treatment for clinical conditions, including the rationale for that
position (Figure 1).
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Figure 1. Effectiveness of homeopathy for clinical conditions: project flow chart
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2 Review of submitted literature
2.1 Methodology
2.1.1 Study eligibility
All of the submitted literature was assessed and categorised as either ‘in scope’ or ‘out of scope’. ‘In
scope’ literature included articles that had addressed the primary clinical research question:


For patients with a specific clinical condition, is homeopathy an effective treatment,
compared with no homeopathy/other treatments?

For the purpose of this evaluation, literature addressing the following topics was considered ‘out of
scope’ and was not considered any further in the evaluation:


Homeopathy for preventative/prophylactic use



Homeopathy used in conjunction with other therapies, where the design of the study
confounds the results (i.e. where the specific effect of homeopathy cannot be determined)

All ‘in scope’ literature was graded according to NHMRC’s levels of evidence (NHMRC, 2009). The
following a priori exclusion criteria were applied to the ‘in scope’ literature:



Systematic review already included in the Overview Report



Systematic review had been considered, but subsequently excluded from the Overview
Report for reasons such as wrong intervention, wrong outcomes, study not published
in the English language and superseded systematic review by the same authors



Study already included within a systematic review in the Overview Report



Wrong research type or publication type. Studies that were not systematic reviews,
meta-analyses or prospectively designed and controlled studies (including randomised
controlled trials, pseudo-randomised controlled trials, non-randomised controlled trials
and prospective cohort studies) were excluded. Editorials, comments, book chapters,
animal studies, correspondence, and news items were excluded. Studies were also
excluded if they were not reported in full (e.g. research or systematic review protocols,
conference proceedings, articles published in abstract form)



Wrong intervention. Study did not investigate the effect of homeopathy



Wrong outcomes. Study did not include outcomes relevant to the primary research
question



Study not published in the English language

The excluded articles are documented, with their level of evidence (where it could be assigned) and
reasons for exclusion in Appendix A.

2.1.2 Critical appraisal and data extraction
Full citation details for the final list of included studies are provided in Appendix B. Each included
study from the submitted literature was graded according to NHMRC’s levels of evidence (NHMRC,
2009) and then quality appraised and the data extracted. Quality appraisal of the included studies
Prepared for the NHMRC Homeopathy Working Committee by Optum
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was carried out using the methodology checklists developed by the Scottish Intercollegiate
Guidelines Network (SIGN) (SIGN, 2011). The methodological quality ratings of the study are based
on an assessment of study design and risk of bias and are coded ‘++’ if all or most of the criteria have
been fulfilled. Where they have not been fulfilled, the conclusions of the study or review are thought
very unlikely to alter. Studies rated ‘+’ had some of the criteria fulfilled. Those criteria that have not
been fulfilled or not adequately described are thought unlikely to alter the conclusions. Studies rated
‘-’ had few or no criteria fulfilled. The conclusions of the study are thought likely or very likely to
alter. The methodological quality rating code was then paired with an evidence level rating to
provide an overall quality score. This was classified using the established hierarchical system as
shown in Table 1. The quality assessment forms for the included studies are presented in
Appendix C.
Table 1

Score

SIGN levels of evidence for intervention studies (SIGN, 2011)

Description

1++

High-quality meta-analyses, systematic reviews of randomised controlled trials (RCTs) or
RCTs with a very low risk of bias

1+

Well-conducted meta-analyses, systematic reviews of RCTs or RCTs with a low risk of bias

1-

Meta-analyses, systematic reviews of RCTs or RCTs with a high risk of bias

2++

High-quality systematic reviews of case–control or cohort studies; high-quality case–
control or cohort studies with a very low risk of confounding, bias or chance and a high
probability that the relationship is causal

2+

Well-conducted case–control or cohort studies with a low risk of confounding, bias or
chance and a moderate probability that the relationship is causal

2-

Case–control or cohort studies with a high risk of confounding, bias or chance and a
significant risk that the relationship is not causal

3

Non-analytical studies (for example case reports, case series)

4

Expert opinion, formal consensus

Abbreviations: SIGN, Scottish Intercollegiate Guidelines Network.

Standardised NHMRC data extraction forms and evidence summary tables were used to
capture information relevant to the review of the effectiveness of homeopathy in accordance
with NHMRC standards. Extracted information included:
 General study details (citation, study design, evidence level, country and setting)


Affiliations/sources of funds and conflicts of interest for each of the included studies



Internal and external validity considerations



Participant details, including key demographic characteristics



Primary, secondary and other study outcome results

The data were extracted by one evidence reviewer. Data extraction forms for all of the
included studies are presented in Appendix C.

2.2 Results of the review of submitted literature
2.2.1 Overview of the submitted literature
A total of 343 articles were submitted to the NHMRC. A review of their titles and abstracts found that
a large majority of the articles (234 articles) were of the wrong research or publication type. A
further 79 articles had already been included or considered in the Overview Report. Five articles
Prepared for the NHMRC Homeopathy Working Committee by Optum
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were excluded as they covered the wrong intervention (one article), outcomes (one article) or were
not published in the English language (three articles). This resulted in 25 potentially relevant studies
that were not included in the Overview Report and had assessed the effectiveness of homeopathy
for the treatment of patients with a specific clinical condition, compared with no homeopathy/other
treatments. Upon full text review of these 25 studies, nine were excluded as they examined
homeopathy used in conjunction with other therapies, where the design of the study confounds the
results and the specific effect of homeopathy cannot be determined. Three studies were excluded as
they were the wrong research type or publication type, two studies were excluded as they did not
report on efficacy outcomes and two studies were excluded as they were not published in English.
This resulted in a final total of nine included studies – eight Level II studies and one Level III-2 study
(Table 2).
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Summary of the application of the exclusion criteria to the submitted literature

Review of submitted literature

Total number
of articles

Total number of submitted articles

343
a

Citations excluded after title/abstract review
Systematic review already included in the Overview Report
Systematic review had been considered but excluded from the Overview Report
Study already included within a systematic review in the Overview Report
Wrong research type or publication type
Wrong intervention
Wrong outcomes
Not in English

24
11
44
234
1
1
3

Number of articles reviewed in full text

25

a

Articles excluded after full text review
Homeopathy used in conjunction with other therapies, where the design of the study confounds
the results and the specific effect of homeopathy cannot be determined
Wrong research type or publication type
Wrong outcomes
Not in English
Final number of included studies
a

9
3
2
2
9

Excluded articles are documented, with their reasons for exclusion, in Appendix A.

The nine included studies assessed the effectiveness of homeopathy for the treatment of patients
with a total of eight different clinical conditions, compared with no homeopathy/other treatments.
Five of the eight conditions (otitis media, delayed-onset muscle soreness, depression, bruising, and
sleep or circadian rhythm disturbances) were examined in the Overview Report. The remaining three
clinical conditions (pain and postoperative recovery after total abdominal hysterectomy, tracheal
secretions and wound healing after foot surgery) were not evaluated in the Overview Report as there
were no relevant systematic reviews. The studies associated with these conditions have been
critically appraised in the current report, but their findings will not be considered further as they are
a self-selected sample and other literature concerning the effectiveness of homeopathy for those
conditions has not been systematically retrieved.

All of the included studies contained limitations that should be considered in the evaluation of
the evidence. In general, the evidence base for homeopathy is not of high quality and many of
the individual studies were poorly designed, conducted and reported. In addition, most of the
studies were small in size, had a high loss to follow up and were insufficiently powered to
detect a statistically significant outcome. There was generally a lack of clarity around whether
or not active comparators were appropriate. Furthermore, many primary studies investigated
individualised homeopathy as the intervention. Whilst individualisation of therapy allows
homeopathy to be practiced in its traditional fashion, this increases the complexity of
comparing outcomes and determining the efficacy of specific homeopathic regimens.

2.2.2 Otitis media
One Level II study (Sinha et al, 2012; SIGN Evidence Level 1+) was identified that examined the
effectiveness of individualised homeopathy for the treatment of children with acute otitis media,
compared with conventional therapy (Table 3). Conventional therapy consisted of an ‘observation
option’ for the first 3 days, where management was confined to symptomatic relief using analgesic,
anti-inflammatory and antipyretics. In both homeopathy and conventional therapy groups, if less
than 50% improvement was observed in the first 3 days of treatment, antibiotics were given.
Prepared for the NHMRC Homeopathy Working Committee by Optum
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However, the authors noted that no antibiotics were required for any case in the homeopathy group.
Sinha et al (2012) was not included in any of the three relevant systematic reviews in the Overview
Report as the study was published after the time of the systematic reviews. The results of this
double-blind, Level II study of 81 participants reported a significant difference in favour of
homeopathy on the number of children who were cured on the third day of treatment (p=0.000).
There was no significant difference between homeopathy and conventional therapy in the number of
children who were cured on the 7th, 10th or 21st day of treatment. There was also no significant
difference in overall symptomatic improvement between the two groups. Sinha et al (2012)
concluded that “individualised homeopathy is an effective conventional outcome in acute otitis
media. There were no significant differences between groups in the main outcome. Symptomatic
improvement was quicker in the homeopathy group and there was a large difference in antibiotic
requirements favouring homeopathy”.
The evidence reviewer notes that the Level II study by Sinha et al (2012) had an appropriate method
of randomisation of subjects to treatment groups. The analysis was conducted by intention-to-treat
analysis and loss to follow up was reported. However, the sample size was small (N=81 participants)
and a method of allocation concealment was not described, which may have been a source of
selection bias. There was also a risk of bias in measuring the severity of disease, as the
parents/guardians were asked to subjectively rate the severity of symptoms of their child.
Importantly, the only significant outcome detected in this study was a significant difference in favour
of homeopathy for the number of children who were cured on the third day of treatment. However,
the practical importance of this effect is questionable, given that the statistic was calculated from
only 4/40 patients who were cured in the homeopathy group compared with 1/40 in the comparator
group.
The addition of Sinha et al (2012) to the body of evidence for otitis media is consistent with the
conclusion from the Overview Report that there is no reliable evidence that homeopathy is as
effective as other therapies for the treatment of children with acute otitis media. However, this is a
self-selected study and other literature concerning the effectiveness of homeopathy for otitis media
has not been systematically retrieved.
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Evidence summary table of Sinha et al (2012) on the effectiveness of homeopathy for the treatment of acute
otitis media

Study ID
Level of
evidencea
Qualityb

Patient
population

Intervention

Comparator

Outcome

Results

Sinha et al
(2012)
[Level II]
SIGN EL
1+
N=81

Children with
earache of not
more than 36
hours duration.
 Mean age

Individualised
homeopathy
in 50 LM
potencies

Conventional
therapy. An
‘observation option’
was adopted for the
first 3 days: patients
were given
symptomatic
treatment without
antibiotics (may
include analgesics,
anti-pyretic, antiinflammatories). If
less than 50%
improvement was
observed in the first
3 days of treatment,
antibiotics were
given.

Cured on the 3rd
day

Significant difference in
favour of homeopathy
(p=0.000)
• Homeopathy group:
4/40 (10%)
• Comparator group:
1/40 (2.5%)

Cured on the
7th, 10th or 21st
day

No significant difference

Symptomatic
improvement

No significant difference

42 years
 50% male and
50% females

Abbreviations: EL, Evidence level; LM, Millesimal scale; SIGN, Scottish Intercollegiate Guidelines Network.
a
Level of evidence as assessed by the evidence reviewer.
b
Study quality as assessed by the evidence reviewer using the methodology checklists developed by SIGN. An evidence
level of ‘1’ represents systematic reviews of RCTs or individual RCTs. An evidence level of ‘2’ represents systematic
reviews of case-control or cohort studies, or individual case-control or cohort studies. Quality ratings are based on an
assessment of study design and risk of bias and are coded as ‘++’, ‘+’ or ‘-‘. Studies of good quality are rated as ‘++’,
whilst poor quality studies are rated ‘-‘.

2.2.3 Delayed-onset muscle soreness
Two Level II studies (Tveiten et al, 1998; Vickers et al, 1998) were identified that examined the
effectiveness of homeopathy for the treatment of patients with delayed-onset muscle soreness
(DOMS), compared with placebo (
Table 4). These studies were not included in either of the two relevant systematic reviews in the
Overview Report as both studies were published after the time of the systematic reviews.
Tveiten et al (1998) (SIGN Evidence Level 1+) was a double-blind, placebo-controlled Level II study of
71 participants that investigated the effect of homeopathic Arnica D30 on cell damage and muscle
soreness after long-distance running in a marathon. The results found that muscle soreness
immediately after the marathon was significantly lower in the Arnica group compared with placebo
as measured by the Visual Analogue Scale (VAS) (p=0.017). However, there was no difference
between the homeopathy and placebo groups in the mean estimated muscle soreness for the entire
treatment period of 3 days after the marathon as measured by VAS. There was also no significant
difference between the two groups for cell damage as measured by enzymes, or in electrolytes and
creatinine. No side effects were reported by either group. The authors concluded that “Arnica D30
had a positive effect on muscle soreness after marathon running, but not on cell damage as
measured by enzymes”.
The evidence reviewer notes that the Level II study by Tveiten et al (1998) had an appropriate
method of allocation concealment and randomisation of subjects to treatment groups. However, the
starting sample size was small (N=71), and a high percentage of participants (35% of total
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participants; 27% (9/33) in the homeopathy and 33% (11/33) in the placebo groups) were lost to
follow up which may have introduced selection bias. Additionally, a potential confounding factor that
was not addressed by the authors is if the participants were permitted to consume other substances
(e.g. sports drinks) after the marathon that may have had an effect on their recovery and the results
of the trial. The authors’ conclusion of the positive effect of Arnica D30 on muscle soreness after
marathon running may be misleading, as there was no significant difference in muscle soreness
between the homeopathy and placebo groups at any of the measured time points in the 3 days of
treatment after the marathon.
Vickers et al (1998) (SIGN Evidence Level 1++) was also a double-blind, placebo-controlled Level II
study of 400 participants that investigated the effect of homeopathic Arnica Montana 30X on
muscles soreness after long-distance running races. The study was larger in size than Tveiten et al
(1998), and the results found no significant difference between homeopathy and placebo in any of
the mean 2-day VAS for soreness, Likert score for soreness or race time. Consequently, the authors
concluded that “Homeopathic Arnica 30X is ineffective for muscle soreness following long-distance
running” and “Arnica 30X does not reduce DOMS resulting from long-distance running. Homeopaths
should not prescribe Arnica for this indication, and runners should be advised not to take it”.
Overall, the Level II study by Vickers et al (1998) was adequately powered and of good
methodological quality with appropriate randomisation and allocation concealment, low loss to
follow up and intention to treat analysis. Similar to Tveiten et al (1998), however, a potential
confounding factor that was not addressed by the authors is if the participants were permitted to
consume other substances (e.g. sports drinks) after the running race that may have had an effect on
their recovery and the results of the trial.

The addition of Tveiten et al (1998) and Vickers et al (1998) to the body of evidence for
DOMS is consistent with the conclusion from the Overview Report that homeopathy is not
more effective than placebo for the treatment of people with DOMS. However, these are selfselected studies and other literature concerning the effectiveness of homeopathy for DOMS
has not been systematically retrieved.
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Evidence summary table of Tveiten et al (1998) and Vickers et al (1998) on the effectiveness of homeopathy
for the treatment of delayed-onset muscle soreness

Study ID
Level of
evidencea
Qualityb

Patient
population

Intervention

Comparato
r

Outcome

Results

Tveiten et
al (1998)
[Level II]
SIGN EL
1+
N=71

Participants
entering the
1995 Oslo
marathon

Arnica D30, 5
pills in the
evening before
the marathon
and continued
the morning
and evening on
the day of the
run and for the
following 3
days

Placebo

Muscle soreness
immediately after
the marathon as
measured by VAS

Significantly lower in the
Arnica group compared with
placebo (p=0.017)

Mean estimated
muscle soreness for
the entire
treatment period as
measured by VAS

No significant difference

Cell damage
measured by
enzymes

No difference between the
two groups

Electrolytes and
creatinine

No difference between the
two groups

Side effects

No side effects were
reported in either group

Mean 2-day VAS
for soreness

No significant difference

Likert score for
soreness

No significant difference

Race time

No significant difference

Vickers et
al (1998)
[Level II]
SIGN EL
1+
N=400

Patients aged
18 years and
over who must
have
experienced
DOMS after
long-distance
running races

Arnica
Montana 30X,
5 pills twice
daily starting
the evening
before the race
and continuing
until 9 doses
had been taken

Placebo

Abbreviations: D, Decimal scale; DOMS, Delayed onset muscle soreness; EL, Evidence level; SIGN, Scottish
Intercollegiate Guidelines Network; VAS, Visual analogue scale.
a
Level of evidence as assessed by the evidence reviewer.
b
Study quality as assessed by the evidence reviewer using the methodology checklists developed by SIGN. An evidence
level of ‘1’ represents systematic reviews of RCTs or individual RCTs. An evidence level of ‘2’ represents systematic
reviews of case-control or cohort studies, or individual case-control or cohort studies. Quality ratings are based on an
assessment of study design and risk of bias and are coded as ‘++’, ‘+’ or ‘-‘. Studies of good quality are rated as ‘++’,
whilst poor quality studies are rated ‘-‘.

Prepared for the NHMRC Homeopathy Working Committee by Optum

14

EFFECTIVENESS OF HOMEOPATHY FOR CLINICAL CONDITIONS: REVIEW OF SUBMITTED LITERATURE

SEPTEMBER 2013

2.2.4 Depression
One Level II study (Adler et al, 2009; SIGN Evidence Level 1+) was identified that investigated the
non-inferiority and tolerability of individualised homeopathic medicines in acute depression using
fluoxetine as an active control (Table 5). This study was not included in the one relevant systematic
review in the Overview Report as it was published after the time of the systematic review. Adler et al
(2009) was a double-blind, double-dummy Level II study of 91 participants where matching placebos
for each active treatment were applied. Therefore, both the homeopathy and active comparator
groups also received placebo tablets that appeared identical to their corresponding verum
formulations. The study found no significant difference between homeopathy and fluoxetine in
Montgomery and Asberg Depression Rating Scale (MADRS) scores, response rate, remission rate or
tolerability. The authors concluded that “this study indicates the non-inferiority of individualised
homeopathic Q-potencies as compared to fluoxetine in acute treatment of outpatients with
moderate to severe depression”.
The evidence reviewer notes that the Level II study by Adler et al (2009) utilised an appropriate
method of randomisation and allocation concealment. However, the validity of the authors’
conclusion is questionable as the sample size of the trial was small (N=91) and a high percentage of
participants (40% of total participants; 40% (19/48) in the homeopathy and 40% (17/43) in the
comparator groups) were lost to follow up. It is also unlikely that the study was sufficiently powered
to detect non-inferiority. Furthermore, the authors did not address the potential confounding
influence of concomitant psychoactive medications that were taken by some patients in both
treatment groups.
The addition of Adler et al (2009) to the body of evidence for depression is consistent with the
conclusion from the Overview Report that there is no reliable evidence that homeopathy is as
effective as fluoxetine for the treatment of people with depression. However, this is a self-selected
study and other literature concerning the effectiveness of homeopathy for depression has not been
systematically retrieved.
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Evidence summary table of Adler et al (2009) on the effectiveness of homeopathy for the treatment of
depression

Study ID
Level of
evidencea
Qualityb

Patient
population

Intervention

Comparator

Outcome

Results

Adler et al
(2009)
[Level II]
SIGN EL
1++
N=91

Patients with
moderate to
severe
depression

Individualised
homeopathy.
Various Qpotencies, one
drop, 3 times a
week in the
morning; and
matching
placebo.
Concomitant
psychoactive
medications: 1
patient using
clonazepam, 1
patient using
diazepam

20 mg
fluoxetinehydrochloride,
once daily; and
matching
placebo
Concomitant
psychoactive
medications: 3
patients taking
clonazepam, 2
patients taking
diazepam

MADRS scores

No significant difference.
Individualised homeopathic
Q-potencies were not inferior
to fluoxetine

Response rate

No significant difference

Remission rate

No significant difference

Tolerability
(side effects
rate)

No significant difference

Abbreviations: EL, Evidence level; MADRS, Montgomery and Asberg Depression Rating Scale; Q-potencies,
Quinquagintamillesmial; SIGN, Scottish Intercollegiate Guidelines Network.
a
Level of evidence as assessed by the evidence reviewer.
b
Study quality as assessed by the evidence reviewer using the methodology checklists developed by SIGN. An evidence
level of ‘1’ represents systematic reviews of RCTs or individual RCTs. An evidence level of ‘2’ represents systematic
reviews of case-control or cohort studies, or individual case-control or cohort studies. Quality ratings are based on an
assessment of study design and risk of bias and are coded as ‘++’, ‘+’ or ‘-‘. Studies of good quality are rated as ‘++’,
whilst poor quality studies are rated ‘-‘.

2.2.5 Bruising
One Level II study (Seeley et al, 2006; SIGN Evidence Level 1-) was identified that evaluated the
efficacy of homeopathic Arnica Montana as an antiecchymotic agent when taken perioperatively by
patients undergoing elective rhytidectomy, compared with placebo (Table 6). Seeley et al (2006) was
not included in the one relevant systematic review in the Overview Report as the study was
published after the time of the systematic review. Seeley et al (2006) was a double-blind, placebocontrolled Level II study of 29 participants that found no significant difference between homeopathy
and placebo in a subjective assessment of bruising by the patient or nurse/physician using VAS. In an
objective assessment using a newly designed computer model, there was also no significant
difference between groups on the degree of colour change attributable to surgery. However,
patients receiving homeopathic Arnica Montana were found to have a smaller area of ecchymosis on
postoperative days 1, 5, 7 and 10 (i.e. all of the days of assessment using the computer model). These
differences were statistically significant only on postoperative days 1 (p<0.005) and 7 (p<0.001).
Overall, the authors concluded that “the computer model provides an efficient, objective and
reproducible means with which to assess perioperative colour changes, both in terms of area and
degree. Patients taking perioperative homeopathic Arnica Montana exhibited less ecchymosis, and
that difference was statistically significant on two of the four postoperative data points evaluated”.
The evidence reviewer notes that the Level II study by Seeley et al (2006) had an appropriate method
of allocation concealment and randomisation of subjects to treatment groups. However, a number of
biases were present in the study which may have affected the results. The starting sample size was
small (N=29) and 20% of participants in the placebo group (3/15 participants) did not complete the
VAS for subjective evaluation. Baseline demographics were not provided by the authors, so it is
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unclear if the study groups were comparable at baseline. Additionally, this study used a newly
designed computer model to assess perioperative colour changes, both in terms of area and degree.
This model has not been validated and confirmed as an appropriate means to make these
assessments, yet the only statistically significant results from this trial were measured from this
model. Indeed, the validity of the results from the computer model is questionable, given that
subjective assessment of bruising by VAS found no significant difference between homeopathy and
placebo.
The addition of Seeley et al (2006) to the body of evidence for bruising is consistent with the
conclusion from the Overview Report that there is no reliable evidence that homeopathy is more
effective than placebo for the treatment of people with bruising. However, this is a self-selected
study and other literature concerning the effectiveness of homeopathy for bruising has not been
systematically retrieved.

Table 6

Evidence summary table of Seeley et al (2006) on the effectiveness of homeopathy for the treatment of
bruising

Study ID
Level of
evidencea
Qualityb

Patient
population

Intervention

Comparato
r

Outcome

Results

Seeley et al
(2006)
[Level II]
SIGN EL
1N=29

Patients
undergoing
elective
rhytidectomy

SINECCH
(Arnica
Montana), once
every 8 hours
for 4 days
postoperatively

Placebo

Subjective
assessment by the
patient using VAS

No significant difference

Subjective
assessment by the
nurse/physician
using VAS

No significant difference

Degree of colour
change attributable
to surgery as
measured by the
computer model

No significant difference

Reduction in
ecchymosis as
measured by the
computer model

Significant difference in
favour of homeopathy only
on postoperative days 1
(p<0.005) and 7 (p<0.001).
No significant difference on
postoperative days 5 and 10

Abbreviations: EL, Evidence level; SIGN, Scottish Intercollegiate Guidelines Network; VAS, Visual Analogue Scale.
a
Level of evidence as assessed by the evidence reviewer.
b
Study quality as assessed by the evidence reviewer using the methodology checklists developed by SIGN. An evidence
level of ‘1’ represents systematic reviews of RCTs or individual RCTs. An evidence level of ‘2’ represents systematic
reviews of case-control or cohort studies, or individual case-control or cohort studies. Quality ratings are based on an
assessment of study design and risk of bias and are coded as ‘++’, ‘+’ or ‘-‘. Studies of good quality are rated as ‘++’,
whilst poor quality studies are rated ‘-‘.

2.2.6 Sleep or circadian rhythm disturbances
One Level III-2 study (Waldschutz and Klein, 2008; SIGN Evidence Level 2-) was identified that
assessed the non-inferiority of therapy with homeopathic Neurexan compared with Valerian therapy
in patients with mild to moderate sleep onset and/or sleep maintenance insomnias (Table 7). This
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study was not included in any of the four relevant systematic reviews in the Overview Report as
these particular systematic reviews included only Level II studies.
Waldschutz and Klein (2008) was an open-label, prospective cohort study of 409 participants that
was conducted in 89 German centres offering both conventional and complementary therapies. The
study reported no significant difference between homeopathy and Valerian for all but two of the
outcomes examined. After 14 days of treatment, duration of sleep had significantly increased in the
homeopathy group compared with Valerian at days 8, 12 and 14 (p-value not reported). There were
also significant improvements in daytime fatigue in favour of homeopathy (p<0.05). However,
Neurexan was non-inferior to Valerian on all variables assessed. Overall, the authors concluded that
“for patients favourable towards a complementary and alternative medicine-based therapy,
Neurexan might be an effective and well-tolerated alternative to conventional Valerian-based
therapies for the treatment of mild to moderate insomnia. The results suggest greater short-term
effects with Neurexan on sleep duration and on daytime fatigue after 1 month of treatment”.
The evidence reviewer notes that the authors’ conclusion is subject to a high risk of bias due to the
non-randomised, open-label, cohort design, which is not the best study type to investigate noninferiority and the effectiveness of Neurexan on patients with mild to moderate sleep onset and/or
maintenance insomnias. In addition, the efficacy of the comparator (Valerian) is not well established
in the literature for this indication. A high percentage of participants were lost to follow up (22% of
total participants; 21% (41/197) in the homeopathy and 23% (48/212) in the comparator groups) and
the results may also have been affected by the variable dosage of Valerian in the comparator group,
which was subject to the physician’s judgement. The practical importance of the significant effect of
Neurexan on sleep duration at days 8, 12 and 14 is questionable, as this outcome was measured daily
and there was no difference in sleep duration between treatment groups for the other 11 days that
the outcome was measured.
The addition of Waldschutz and Klein (2008) introduces a lower level of evidence study to the body
of evidence for sleep or circadian rhythm disturbances in the Overview Report. Nevertheless, the
results of Waldschutz and Klein (2008) are consistent with the conclusion from the Overview Report
that there is no reliable evidence that homeopathy is more effective than placebo for the treatment
of people with sleep or circadian rhythm disturbances. However, this is a self-selected study and
other literature concerning the effectiveness of homeopathy for sleep or circadian rhythm
disturbances has not been systematically retrieved.
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Evidence summary table of Waldschutz and Klein (2008) on the effectiveness of homeopathy for the
treatment of sleep disorders

Study ID
Level of
evidencea
Qualityb

Patient
population

Intervention

Comparato
r

Outcome

Results

Waldschutz
and Klein
(2008)
[Level III-2]
SIGN EL 2N=409

Patients with
mild to
moderate
sleep onset
and/or sleep
maintenance
insomnias

Homeopathic
Neurexanfor
28 days.
Dosage at
physician’s
judgements

Valerian.
Dosage at
physician’s
judgement

Improvements in
sleep latency after 14
days’ treatment

No significant difference

Duration of sleep
after 14 days’
treatment (measured
daily)

Significantly favoured
Neurexan therapy at days 8,
12 and 14 (p-value not
reported)
 Homeopathy group:
duration increased by
2.21.6 hours
 Comparator group:
duration increased by
2.01.5 hours

Sleep quality at day 28

No significant difference

Daytime fatigue

Significant improvement in
favour of Neurexan (p<0.05)
 Homeopathy group: 49%
reported no daytime
fatigue
 Comparator group: 32%
reported no daytime
fatigue

Time of first signs of
improvement

No significant difference

Overall effectiveness

No significant difference

Overall symptomatic
change since
beginning of therapy

No significant difference

Adverse event

1 case of mild caffeine
intolerance associated with
Neurexan after 9 days of
treatment

Mean blood pressure

No significant difference

Compliance rate

No significant difference

Abbreviations: EL, Evidence level; SIGN, Scottish Intercollegiate Guidelines Network.
a
Level of evidence as assessed by the evidence reviewer.
b
Study quality as assessed by the evidence reviewer using the methodology checklists developed by SIGN. An evidence
level of ‘1’ represents systematic reviews of RCTs or individual RCTs. An evidence level of ‘2’ represents systematic
reviews of case-control or cohort studies, or individual case-control or cohort studies. Quality ratings are based on an
assessment of study design and risk of bias and are coded as ‘++’, ‘+’ or ‘-‘. Studies of good quality are rated as ‘++’,
whilst poor quality studies are rated ‘-‘.

2.2.7 Pain and postoperative recovery after total abdominal hysterectomy
One Level II study (Hart et al, 1997; SIGN Evidence Level 1-) was identified that assessed the effects
of homeopathic Arnica C30 on pain and postoperative recovery after total abdominal hysterectomy
in women, compared with placebo (Table 8). This clinical condition was not included in the Overview
Report as there were no relevant systematic reviews. Hart et al (1997) was a double-blind, placeboPrepared for the NHMRC Homeopathy Working Committee by Optum
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controlled Level II study of 93 participants that found no significant difference between the
homeopathy and placebo groups for any of the outcomes examined, including infection rate
following surgery, median time spent in hospital, pain at 2-week follow up, analgesic intake or mean
pain score over 5 days as measured by VAS. The authors concluded that “Arnica in homeopathic
potency had no effect on postoperative recovery in the context of our study”.
The evidence reviewer notes that the Level II study by Hart et al (1997) had an appropriate method
of randomisation of subjects to treatment groups. However, the study was subject to a high risk of
bias. Selection bias may be present as a method of allocation concealment was not reported. The
sample size was small (N=93) and a high percentage of participants were lost to follow up (22% of
total participants; 19% (9/47) from the homeopathy and 24% (11/46) from the placebo groups).
Importantly, all patients were permitted to remain on analgesics, non-steroidal anti-inflammatories
and opioids during the course of treatment, which are likely to have confounded the results of the
study. The findings by Hart et al (1997) cannot be interpreted further as the study is a self-selected
sample and other literature concerning the effectiveness of homeopathy for pain and postoperative
recovery after total abdominal hysterectomy has not been systematically retrieved.

Table 8

Evidence summary table of Hart et al (1997) on the effectiveness of homeopathy for the treatment of pain and
postoperative recovery after total abdominal hysterectomy

Study ID
Level of
evidencea
Qualityb

Patient
population

Intervention

Comparato
r

Outcome

Results

Hart et al
(1997)
[Level II]
SIGN EL 1N=93

Women
booked for
total
abdominal
hysterectomi
es at the
Princess Anne
Hospital,
Southampton

Two doses of
Arnica C30
taken in the
24 h
postoperativel
y, and then
three doses
each day for
5 days
postoperativel
y starting on
the morning
after the
operation

Placebo

Infection rate (need
for the prescription of
systemic antibiotics)

No significant difference

Median time spent in
hospital

No significant difference

Pain at 2-week follow
up as measured by
VAS

No significant difference

Analgesic intake

No significant difference

Mean pain score over
5 days as measured by
VAS

No significant difference

Abbreviations: EL, Evidence level; SIGN, Scottish Intercollegiate Guidelines Network; VAS, Visual Analogue Scale.
a
Level of evidence as assessed by the evidence reviewer.
b
Study quality as assessed by the evidence reviewer using the methodology checklists developed by SIGN. An evidence
level of ‘1’ represents systematic reviews of RCTs or individual RCTs. An evidence level of ‘2’ represents systematic
reviews of case-control or cohort studies, or individual case-control or cohort studies. Quality ratings are based on an
assessment of study design and risk of bias and are coded as ‘++’, ‘+’ or ‘-‘. Studies of good quality are rated as ‘++’,
whilst poor quality studies are rated ‘-‘.

2.2.8 Tracheal secretions
One Level II study (Frass et al, 2005; SIGN Evidence Level 1-) was identified that assessed the
influence of sublingually administered homeopathic potassium dichromate C30 on the amount of
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tenacious, stringy tracheal secretions in critically ill patients with a history of tobacco use and chronic
obstructive pulmonary disease, compared with placebo (Table 9). This clinical condition was not
included in the Overview Report as there were no relevant systematic reviews. Frass et al (2005) was
a double-blind, placebo-controlled Level II study of 55 participants that found a significant effect of
homeopathy in most of the reported outcomes. Tracheal secretions on day 2 were significantly
reduced in the homeopathy group, compared with placebo (p<0.0001). Extubation could also be
performed significantly earlier in the homeopathy group (p<0.0001) and the length of stay in
intensive care was significantly shorter in the homeopathy group (p<0.0001). Consequently, the
authors concluded that “these data suggest that potentised (diluted and vigorously shaken)
potassium dichromate may help to decrease the amount of stringy tracheal secretions in chronic
obstructive pulmonary disease patients”.
The evidence reviewer notes that the Level II study by Frass et al (2005) had an appropriate method
of allocation concealment and randomisation of subjects to treatment groups. However, there was a
high risk of measurement bias in the study as a crucial limitation that was not addressed by the
authors was whether or not the patients remained on any other medications during the trial period.
It is thus unclear if the only difference between groups is the treatment under investigation which
may have affected the outcomes. In addition, given that the study lasted 18 months, the evidence
reviewer is cautious that only results of tracheal secretions at days 1 and 2 of treatment are
presented. The findings by Frass et al (2005) cannot be interpreted further as the study is a selfselected sample and other literature concerning the effectiveness of homeopathy for tracheal
sections has not been systematically retrieved.
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Evidence summary table of Frass et al (2005) on the effectiveness of homeopathy for the treatment of tracheal
secretions

Study ID
Level of
evidencea
Qualityb

Patient
population

Intervention

Comparato
r

Outcome

Results

Frass et al
(2005)
[Level II]
SIGN EL
1N=55

Critically ill
patients with
a history of
tobacco use
and chronic
obstructive
pulmonary
disease

Potassium
dichromate
C30, 5 globules
administered
twice daily at
intervals of 12
hours

Placebo

Tracheal secretions
on day 1

No significant difference

Tracheal secretions
on day 2

Significantly reduced in
favour of homeopathy
(p<0.0001)
 Homeopathy:
1.520.59 mL
 Placebo: 2.440.65 mL

Extubation

Could be performed
significantly earlier in
homeopathy group
(p<0.0001)
 Homeopathy: 2.881.20
days
 Placebo: 6.123.13 days

Length of stay in
intensive care unit

Significant difference in
favour of homeopathy
(p<0.0001)
 Homeopathy: 4.201.61
days
 Placebo: 7.683.60 days

Abbreviations: C, Centesimal scale; EL, Evidence level; SIGN, Scottish Intercollegiate Guidelines Network.
a
Level of evidence as assessed by the evidence reviewer.
b
Study quality as assessed by the evidence reviewer using the methodology checklists developed by SIGN. An evidence
level of ‘1’ represents systematic reviews of RCTs or individual RCTs. An evidence level of ‘2’ represents systematic
reviews of case-control or cohort studies, or individual case-control or cohort studies. Quality ratings are based on an
assessment of study design and risk of bias and are coded as ‘++’, ‘+’ or ‘-‘. Studies of good quality are rated as ‘++’,
whilst poor quality studies are rated ‘-‘.
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2.2.9 Wound healing after foot surgery
One Level II study (Karow et al, 2008; SIGN Evidence Level 1-) was identified that aimed to determine
if homeopathic Arnica D4 was as efficacious as diclofenac in relation to symptoms and wound healing
after foot surgery (Table 10). This clinical condition was not included in the Overview Report as there
were no relevant systematic reviews. Karow et al (2008) was a double-blind Level II study of 88
participants which found that Arnica D4 and diclofenac were equivalent for wound irritation and not
therapeutically inferior to diclofenac for patient mobility. However, Arnica D4 was inferior to
diclofenac with respect to pain. No significant differences between the two groups were found
regarding the use of additional analgesics during the 4 postoperative days, though Arnica D4 was
significantly better tolerated than diclofenac (p=0.049). In conclusion, the authors stated that “Arnica
D4 can be used instead of diclofenac to reduce wound irritation”.
The evidence reviewer notes that the Level II study by Karow et al (2008) utilised an appropriate
method of randomisation and allocation concealment. However, a high risk of selection bias was
present in the study. Patient demographics were not provided in the study and it was not mentioned
if the study groups were comparable at baseline. It is also unclear if the patients remained on any
other medications that may have influenced the outcomes. Loss to follow up was higher in the
comparator group (20%; 9/44 participants) in comparison to the homeopathy group (5%; 2/44
participants) and the analysis was performed by per-protocol analysis instead of intention-to-treat. It
is also not specified if the study was sufficiently powered to detect equivalence or non-inferiority.
The findings by Karow et al (2008) cannot be interpreted further as the study is a self-selected
sample and other literature concerning the effectiveness of homeopathy for wound healing after
surgery has not been systematically retrieved.
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Table 10 Evidence summary table of Karow et al (2008) on the effectiveness of homeopathy for wound healing after
foot surgery
Study ID
Level of
evidencea
Qualityb

Patient
population

Intervention

Comparator

Outcome

Results

Karow et
al (2008)
[Level II]
SIGN EL
1N=88

Men and
women
between the
ages of 20 and
65 years with
the surgical
indication
“Hallux valgus”
or “Hallux
rigidus” on the
left and/or
right
metatarsa

Arnica D4, 10
pillules taken
orally 3 times
per day for 4
days
postoperatively

Diclofenac
sodium, 50 mg
taken orally 3
times per day
for 4 days
postoperatively

Postoperative
wound irritation
– rubor by VAS

Arnica D3 and diclofenac
are therapeutically
equivalent
Lower margin of the 95% CI
on day 4 is 0.4729; p=0.049

Postoperative
wound irritation
– swelling by
VAS

Arnica D3 and diclofenac
are therapeutically
equivalent
Lower margin of the 95% CI
on day 4 is 0.3674; p=0.58

Postoperative
wound irritation
– calor by VAS

Arnica D3 and diclofenac
are therapeutically
equivalent
Lower margin of the 95% CI
on day 4 is 0.4106; p=0.89

Patient mobility
(as measured by
patient
questionnaire
on how long
he/she had
been out of
bed)

Arnica D4 is not
therapeutically inferior to
diclofenac
Lower margin of the 95% CI
on day 4 is 0.4726; p=0.045

Pain as
calculated by an
area under the
curve

Arnica D4 is therapeutically
inferior to diclofenac
Lower margin of the 95% CI
on day 4 is 0.2662; p=0.02

Use of
analgesics
(Dipidolor,
Tramal,
Novalgin)

No significant difference

Intolerance

Significant difference in
favour of homeopathy
(p=0.049)
• Homeopathy group: 2/44
(4.5%)
• Comparator group: 9/44
patients (20.45%)

Abbreviations: CI, Confidence interval; D, Decimal scale; EL, Evidence level; SIGN, Scottish Intercollegiate Guidelines
Network; VAS, Visual Analogue Scale.
a
Level of evidence as assessed by the evidence reviewer.
b
Study quality as assessed by the evidence reviewer using the methodology checklists developed by SIGN. An evidence
level of ‘1’ represents systematic reviews of RCTs or individual RCTs. An evidence level of ‘2’ represents systematic
reviews of case-control or cohort studies, or individual case-control or cohort studies. Quality ratings are based on an
assessment of study design and risk of bias and are coded as ‘++’, ‘+’ or ‘-‘. Studies of good quality are rated as ‘++’,
whilst poor quality studies are rated ‘-‘.
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Appendix C Data extraction and quality assessment
forms
The quality assessment form for each study is presented immediately after its data extraction form.
STUDY DETAILS
Reference: Adler UC, Paiva NMP, Cesar AT, Adler MS, Molina A, Padula AE, Calil HM (2009). Homeopathic individualized
Q-potencies versus fluoxetine for moderate to severe depression: double-blind, randomized non-inferiority trial. eCAM doi:
10.1093/ecam/nep114.
Affiliation/source of funds: Not reported
Conflicts of interest: Not reported
Study design:
Level of evidence:
Location/setting:
Randomised, double-blind,
Level II
Outpatient clinic, Sao Paulo, Brazil
double-dummy trial
Intervention:
Comparator(s):
Individualised homeopathy. Various Q-potencies, one drop, 20 mg fluoxetine-hydrochloride, once daily; and matching
3 times a week in the morning; and matching placebo.
placebo
Concomitant psychoactive medications: 1 patient using
Concomitant psychoactive medications: 3 patients taking
clonazepam, 1 patient using diazepam
clonazepam, 2 patients taking diazepam
Sample size: n=48
Sample size: n=43
Inclusion criteria: Patients referred to the outpatient clinic of Homeopathy and Depression of Jundiai Medical School (Sao
Paulo, Brazil) who met DSM-IV criteria for depression (single or recurrent episode) following a Structured Clinical Interview
Exclusion criteria: Psychosis, mania, hypomania or any other Axis I disorder except panic disorder, personality disorders,
history of seizures, history of alcohol or drug abuse 1 year prior to the screening, antidepressant use up to 30 days before
screening, pregnancy or lactation, age <18 years, MADRS score <15, recent suicide planning or attempts
Population characteristics
Patients with moderate to severe depression
Intervention and comparator group: Mean age 41.912.3
Comparator group: Mean age 44.311.8
Total study size: N=91
Length of follow-up: 8 weeks
INTERNAL VALIDITY
Allocation:
Adequate
concealment of
allocation

Comparison of study groups: Blinding:
Treatment/
Follow-up (ITT):
Homeopathy vs active
Double-blind
measurement bias: 55 of the 91
comparator. No significant
Low risk of bias
randomised
differences in baseline
participants
characteristics between
completed the trial
groups. It was not reported if
the differences in
concomitant psychoactive
medications between
treatment groups were
significant or not
SIGN quality assessment (descriptive): Evidence level 1+. Some of the criteria have been fulfilled. Those criteria that have
not been fulfilled or not adequately described are thought unlikely to alter the conclusions.
RESULTS
Overall conclusions: “This study indicates the non-inferiority of individualised homeopathic Q-potencies as compared to
fluoxetine in acute treatment of outpatients with moderate to severe depression.”
Trial (N)
Quality
Adler et al
(2009)
[Level II]
SIGN EL

Intervention

Comparator

Outcome

Results

Individualised
homeopathy. Various Qpotencies, one drop, 3
times a week in the

20 mg fluoxetinehydrochloride, once
daily; and matching
placebo

MADRS scores

No significant difference.
Individualised homeopathic
Q-potencies were not
inferior to fluoxetine
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1++
N=91

morning; and matching
Concomitant
Response rate
No significant difference
placebo.
psychoactive
Remission rate
No significant difference
Concomitant
medications: 3 patients
Tolerability (side
No significant difference
psychoactive
taking clonazepam, 2
effects rate)
medications: 1 patient
patients taking
using clonazepam, 1
diazepam
patient using diazepam
Abbreviations: EL, evidence level; ITT, intention to treat; MADRS, Montgomery and Asberg Depression Rating Scale; Qpotencies, Quinquagintamillesmial; SIGN, Scottish Intercollegiate Guidelines Network.
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Methodology Checklist 2: Controlled Trials

SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Adler UC, Paiva NMP, Cesar AT, Adler MS, Molina A, Padula AE, Calil HM (2009). Homeopathic individualized Qpotencies versus fluoxetine for moderate to severe depression: double-blind, randomized non-inferiority trial. eCAM doi:
10.1093/ecam/nep114.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM
SECTION 1: INTERNAL VALIDITY
In a well conducted RCT study…

5

1.1

The study addresses an appropriate and clearly focused
question.

Well covered

1.2

The assignment of subjects to treatment groups is
randomised

Well covered

1.3

An adequate concealment method is used

Well covered

1.4

Subjects and investigators are kept ‘blind’ about
treatment allocation

Well covered

1.5

The treatment and control groups are similar at the start
of the trial

Well covered

1.6

The only difference between groups is the treatment
under investigation

Well covered

1.7

All relevant outcomes are measured in a standard, valid
and reliable way

Well covered

1.8

What percentage of the individuals or clusters recruited
into each treatment arm of the study dropped out before
the study was completed?

Homeopathy group: 19/48 (40%)
Comparator group: 17/43 (40%)

1.9

All the subjects are analysed in the groups to which they
were randomly allocated (often referred to as intention to
treat analysis)

Well covered

1.10

Where the study is carried out at more than one site,
results are comparable for all sites

Not applicable

In this study this criterion is:

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2.1

How well was the study done to minimise bias?
Code ++, +, or 

1+ (downgraded from 1++ due to high loss to follow
up)

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall effect
is due to the study intervention?

No, the results of 2 patients in the homeopathy group
and 5 patients in the comparator group were
confounded by concomitant psychoactive medications.
It is also noted by the authors that the use of
individualised homeopathy is a “severe obstacle for any
double-blind trial”

2.3

Are the results of this study directly applicable to the

Yes
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patient group targeted by this guideline?
2.4

Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.
This study found no significant difference between homeopathy and an active comparator for any of the outcomes
measured. The authors concluded that the study “indicates the non-inferiority of individualised homeopathic Qpotencies as compared to fluoxetine in acute treatment of outpatients with moderate to severe depression”.
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STUDY DETAILS
Reference: Frass M, Dielacher C, Linkesch M, Endler C, Muchitsch I, Schuster E, Kaye A (2005). Influence of potassium
dichromate on tracheal secretions in critically ill patients. CHEST 127: 936-941.
Affiliation/source of funds: Ludwig Boltzmann Institute for Homeopathy, Vienna, Austria; University of Vienna, Vienna,
Austria; Texas Tech University, Texas, USA
Conflicts of interest: not reported
Study design:
Level of evidence:
Location/setting:
Randomised, double-blind,
Level II
Karlsruhe, Germany
placebo-controlled trial
Intervention:
Comparator(s):
Potassium dichromate C30, 5 globules administered twice
Placebo
daily at intervals of 12 hours
Sample size: n=25
Sample size: n=25
Inclusion criteria: Documented history of tobacco use and COPD for at least 10 years before acute deterioration;
spontaneous breathing with CPAP with a FIO2 varying between 0.21 and 0.3, and possible airway pressure from 5 to 7cm
H2O after weaning from controlled mechanical ventilation. Additionally, extubation was impossible due to profuse tenacious
stringy, tracheal secretions according to the criteria listed above
Exclusion criteria: Signs of additional lung diseases other than COPD at the time of enrolment or during the study
observational period; positive blood culture results during the period of controlled mechanical ventilation; concomitant
disease of the larynx and trachea obstructing the airway or inhibiting the extubation process; concomitant heart disease;
need for catecholamines; pregnancy
Population characteristics: critically ill patients with a history of tobacco use and COPD
Intervention group: mean age 69.29.1 years; 19 male, 6 female; n=25
Comparator group: mean age 68.410.1 years; 20 male, 5 female; n=25
Total study size: N=55 randomised, n=50 evaluated
Length of follow-up: 18 months
INTERNAL VALIDITY
Allocation: Adequate
concealment. An
independent
physician not
involved in the study
held the computergenerated code for
randomisation.

Comparison of study groups:
Homeopathy vs placebo. No
statistically significant
differences in baseline
characteristics/demographics
between the two groups

Blinding:
Double-blind for both
patients and
assessors

Treatment/
Follow-up (ITT):
measurement bias: 5 patients were
High risk of bias. It
excluded after
is poorly addressed randomisation.
if patients remained N=50 patients were
on other
evaluated (n=25 in
medications during both groups)
the trial period. The
trial also lasted 18
months but only
results of days 1
and 2 of treatment
are presented.
SIGN quality assessment (descriptive): Evidence level 1-. Most of the SIGN criteria have been fulfilled, however it is poorly
addressed if the treatment under investigation was the only difference between the groups. This is a critical confounding
factor that may invalidate the results. In addition, the trial lasted 18 months but only the results of days 1 and 2 of treatment
are presented for tracheal secretions (the primary outcome of the study). There is thus a high risk of bias in this study.
RESULTS
Conclusions: “These data suggest that potentized (diluted and vigorously shaken) potassium dichromate may help to
decrease the amount of stringy tracheal secretions in COPD patients”.
Trial (N)
Intervention
Comparator
Outcome
Results
Quality
Frass et al
Potassium dichromate C30, 5 Placebo
Tracheal secretions
No significant difference
(2005)
globules administered twice
on day 1
[Level II]
daily at intervals of 12 hours
Tracheal secretions
Significantly reduced in favour of
SIGN EL 1on day 2
homeopathy (P<0.0001)
N=55
 Homeopathy: 1.520.59 mL
 Placebo: 2.440.65 mL
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Extubation

Could be performed significantly
earlier in homeopathy group
(P<0.0001)
 Homeopathy: 2.881.20 days
 Placebo: 6.123.13 days
Length of stay in
Significant difference in favour of
intensive care unit
homeopathy (P<0.0001)
 Homeopathy: 4.201.61 days
 Placebo: 7.683.60 days
Abbreviations: COPD, chronic obstructive pulmonary disease; CPAP, continuous positive airway pressure; EL, evidence
level; FIO2, Fraction of inspired oxygen; ITT, intention to treat; SIGN, Scottish Intercollegiate Guidelines Network.
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Methodology Checklist 2: Controlled Trials

SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Frass M, Dielacher C, Linkesch M, Endler C, Muchitsch I, Schuster E, Kaye A (2005). Influence of potassium dichromate on
tracheal secretions in critically ill patients. CHEST 127: 936-941.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM
SECTION 1: INTERNAL VALIDITY
In a well conducted RCT study…

7

1.1

The study addresses an appropriate and clearly focused
question.

Well covered

1.2

The assignment of subjects to treatment groups is
randomised

Well covered

1.3

An adequate concealment method is used

Well covered

1.4

Subjects and investigators are kept ‘blind’ about
treatment allocation

Well covered

1.5

The treatment and control groups are similar at the start
of the trial

Well covered

1.6

The only difference between groups is the treatment
under investigation

Poorly addressed

1.7

All relevant outcomes are measured in a standard, valid
and reliable way

Well covered

1.8

What percentage of the individuals or clusters recruited
into each treatment arm of the study dropped out before
the study was completed?

Homeopathy group: 2/27 patients (7%)
Placebo group: 3/28 patients (11%)

1.9

All the subjects are analysed in the groups to which they
were randomly allocated (often referred to as intention to
treat analysis)

Well covered

1.10

Where the study is carried out at more than one site,
results are comparable for all sites

Not applicable

In this study this criterion is:

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2.1

How well was the study done to minimise bias?
Code ++, +, or 

1-

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall effect
is due to the study intervention?

The key limitation in this study is that it is unclear if
homeopathy was the only intervention that was used, or
if the patients remained on other medications in both
study groups that may have helped to relieve tracheal
secretions.

2.3

Are the results of this study directly applicable to the
patient group targeted by this guideline?

Yes
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Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.
The authors concluded that “the data suggest that potentized (diluted and vigorously shaken) potassium dichromate
may help to decrease the amount of stringy tracheal secretions in chronic obstructive pulmonary disease patients”.
The evidence reviewer notes that this conclusion is consistent with the data presented in the study. However, a
crucial limitation that was not addressed was whether the patients remained on other medications during the trial
period, which may have affected tracheal secretions. In addition, given that the study lasted 18 months, the evidence
reviewer is cautious that only results of tracheal secretions (the primary outcome) at days 1 and 2 of treatment are
presented. There is thus a high risk of bias in this study.
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STUDY DETAILS
Reference: Hart O, Mullee MA, Lewith G, Miller J (1997). Double-blind, placebo-controlled, randomized
clinical trial of homoeopathic arnica C30 for pain and infection after total abdominal hysterectomy.
Journal of the Royal Society of Medicine 90: 73-78.
Affiliation/source of funds: NR
Conflicts of interest: NR
Study design:
Level of
Location/setting:
Randomised, double-blind,
evidence:
Princess Anne Hospital, Southamptom
placebo-controlled trial
Level II
Intervention: Two doses of Arnica C30 taken in Comparator(s): Placebo
the 24 h postoperatively, and then three doses
each day for 5 days postoperatively starting on
Sample size: n=35
the morning after the operation
Sample size: n=38
Inclusion criteria: Women booked for total abdominal hysterectomies at the Princess Anne Hospital,
Southampton, between January and March 1995
Exclusion criteria: NR
Population characteristics
Intervention group: Median age (range): 40 years (25-53)
Comparator group: Median age (range): 43 years (32-76)
Total study size: N=93
Length of follow-up: 2 weeks
INTERNAL VALIDITY
Allocation:
Comparison of study
Appropriate
groups:
method of
Placebo patients had a
randomisation.
higher mediation age.
Allocation
Length of operation was
concealment not longer in those patients
reported
receiving Arnica. Other
baseline characteristics
were comparable
between groups

Blinding:
Double-blind

Treatment/
measurement
bias:
Low risk of bias.
Each outcome
is clearly
defined

Follow-up (ITT):
20 women did
not complete
protocol
treatment (9
from Arnica
group and 11
from placebo).
Of these, 9 were
excluded
because they
failed to comply,
9 had their
operations
cancelled or
changed within
24 h and 2
withdrew
SIGN quality assessment (descriptive): Evidence level 1-. “Few or no criteria fulfilled. The conclusions of
the study are thought likely or very likely to alter”
Notes: patients were permitted to remain on analgesics, non-steroidal anti-inflammatories and opioids
during the course of treatment
RESULTS
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Overall conclusions: “We conclude that arnica in homoeopathic potency had no effect on postoperative
recovery in the context of our study”
Trial (N)
Intervention
Comparato Outcome
Results
r
Hart et al Two doses of Arnica C30 Placebo
Infection rate
No significant difference
(1997)
taken in the 24 h
(need for the
[Level II]
postoperatively, and then
prescription of
SIGN EL
three doses each day for
systemic
15 days postoperatively
antibiotics)
N=93
starting on the morning
Median time spent No significant difference
after the operation
in hospital
Pain at 2-week
No significant difference
follow up
Analgesic intake
No significant difference
Mean pain score
No significant difference
over 5 days as
measured by VAS
Abbreviations: ITT, intention to treat; NR, not reported; SIGN, Scottish Intercollegiate Guidelines
Network; VAS, Visual Analogue Scale.
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Methodology Checklist 2: Controlled Trials

SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Hart O, Mullee MA, Lewith G, Miller J (1997). Double-blind, placebo-controlled, randomized clinical trial of homoeopathic
arnica C30 for pain and infection after total abdominal hysterectomy. Journal of the Royal Society of Medicine 90: 73-78.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM

Section 1: Internal validity
In a well conducted RCT study…

7.1.1.1

1.1

The study addresses an appropriate and clearly focused
question.

Well covered

1.2

The assignment of subjects to treatment groups is
randomised

Adequately addressed

1.3

An adequate concealment method is used

Not addressed

1.4

Subjects and investigators are kept ‘blind’ about
treatment allocation

Well covered

1.5

The treatment and control groups are similar at the start
of the trial

Adequately addressed

1.6

The only difference between groups is the treatment
under investigation

Adequately addressed

1.7

All relevant outcomes are measured in a standard, valid
and reliable way

Well covered

1.8

What percentage of the individuals or clusters recruited
into each treatment arm of the study dropped out before
the study was completed?

Homeopathy group: 9/47 (19%)
Comparator group: 11/46 (24%)

1.9

All the subjects are analysed in the groups to which they

Well covered

In this study this criterion is:

were randomly allocated (often referred to as intention to
treat analysis)

1.10

Where the study is carried out at more than one site,
results are comparable for all sites

Not applicable

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2.1

How well was the study done to minimise bias?
Code ++, +, or 

1- (downgraded from ++ due to allocation concealment
not described, high loss to follow up and the likely
confounding influence of analgesics)

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall

No, patients were permitted to remain on analgesics,
non-steroidal anti-inflammatories and opioids during
the course of treatment
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effect is due to the study intervention?
Yes

2.3

Are the results of this study directly applicable to the
patient group targeted by this guideline?

2.4

Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.
The authors concluded that ““…arnica in homoeopathic potency had no effect on postoperative recovery in the
context of our study”. The results for all of the outcomes examined support this conclusion, however, this study was
subject to a high risk of bias. These include selection bias issues arising from lack of allocation concealment and
high loss of follow up. In addition, only 12 arnica and 10 placebo patients completed the 10 th and final pain score
assessment after the operation. Patients were also permitted to remain on analgesics, non-steroidal antiinflammatories and opioids during the course of treatment, which are likely to have confounded the results for all
outcomes measured.
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STUDY DETAILS
Reference: Karow JH, Abt HP, Fröhling M, Ackermann H (2008). Efficacy of Arnica montana D4 for healing of wounds after
Halluz valgus surgery compared to diclofenac. Journal of Alternative and Complementary Medicine 14: 17-25.
Affiliation/source of funds: Johann Wolfang Goethe-Universitat, Frankfurt, Germany
Conflicts of interest: not reported
Study design:
Level of evidence:
Location/setting:
Randomised, double-blind,
Level II
Orthopaedic hospital in Frankfurt, Germany
parallel group study
Intervention:
Comparator(s):
Arnica D4, 10 pillules taken orally 3 times per day for 4
Diclofenac sodium, 50 mg taken orally 3 times per day for 4
days postoperatively
days postoperatively
Sample size: n= 44
Sample size: n= 44
Inclusion criteria: Men and women between the ages of 20 and 65 years with the surgical indication “Hallux valgus” or
“Hallux rigidus” on the left and/or right metatarsal
Exclusion criteria: Clotting disorders (also due to low-dose acetylsalicylic acid), rheumatic diseases, serious metabolic
disorders (e.g. diabetes mellitus), arterial occlusive disease, varicosis, lymphoedema, peptic ulcer, and elevated
transaminase levels
Population characteristics:
Baseline characteristics of study groups were not reported. The patient population consisted of men and women between the
ages of 20 and 65 years with the surgical indication “Hallux valgus” or “Hallux rigidus” on the left and/or right metatarsal
Total study size: N=88
Length of follow-up: 4 days
INTERNAL VALIDITY
Allocation:
Method of
randomisation
unknown

Comparison of study groups:
Unclear risk of bias. No
baseline characteristics for
either study group were
reported

Blinding:
Treatment/
Follow-up (ITT):
Reported to be
measurement bias: All 88 patients in
double-blind but it
Unclear
the study were
was not specifically
evaluated per
mentioned if the
protocol. No
patients or the
missing values were
assessors were
replaced
blinded
SIGN quality assessment (descriptive): Evidence level 1-. Most of the SIGN criteria have been fulfilled, however it is not
addressed if the treatment and control groups are similar at the start of the trial. It is also poorly addressed if the only
difference between groups is the treatment under investigation. These are critical confounding factors that may invalidate the
results. There is thus a high risk of bias in this study.
RESULTS
Conclusions: “After foot operations, Arnica D4 can be used instead of diclofenac to reduce wound irritation”
Trial (N)
Intervention
Comparator
Outcome
Results
(0.36 was the critical threshold
for therapeutic equivalence)
Karow et al
Arnica D4, 10 pillules Diclofenac sodium, 50 Postoperative wound
Arnica D3 and diclofenac are
(2008)
taken orally 3 times
mg taken orally 3
irritation – rubor as
therapeutically equivalent
[Level II]
per day for 4 days
times per day for 4
measured by VAS
 Lower margin of the 95% CI on
SIGN EL 1postoperatively
days postoperatively
day 4 is 0.4729; p=0.049
N=88
Postoperative wound
Arnica D3 and diclofenac are
irritation – swelling as therapeutically equivalent
measured by VAS
 Lower margin of the 95% CI on
day 4 is 0.3674; p=0.58
Postoperative wound
Arnica D3 and diclofenac are
irritation – calor as
therapeutically equivalent
measured by VAS
 Lower margin of the 95% CI on
day 4 is 0.4106; p=0.89
Patient mobility (as
Arnica D4 is not therapeutically
measured by patient
inferior to diclofenac
questionnaire on how  Lower margin of the 95% CI on
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long he/she had been
out of bed)
Pain as calculated by
an area under the
curve
Use of analgesics
(Dipidolor, Tramal,
Novalgin)
Intolerance
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day 4 is 0.4726; p=0.045
Arnica D4 is therapeutically
inferior to diclofenac
 Lower margin of the 95% CI on
day 4 is 0.2662; p=0.02
No significant difference between
the groups

Significant difference in favour of
homeopathy (p=0.049)
 Homeopathy group: 2/44
(4.5%)
 Comparator group: 9/44
patients (20.45%)
Abbreviations: CI, confidence interval; ITT, intention to treat; SIGN, Scottish Intercollegiate Guidelines Network.
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Methodology Checklist 2: Controlled Trials

SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Karow JH, Abt HP, Fröhling M, Ackermann H (2008). Efficacy of Arnica montana D4 for healing of wounds after Halluz
valgus surgery compared to diclofenac. Journal of Alternative and Complementary Medicine 14: 17-25.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM
SECTION 1: INTERNAL VALIDITY
In a well conducted RCT study…

9

1.1

The study addresses an appropriate and clearly focused
question.

Well covered

1.2

The assignment of subjects to treatment groups is
randomised

Adequately addressed

1.3

An adequate concealment method is used

Adequately addressed

1.4

Subjects and investigators are kept ‘blind’ about
treatment allocation

Adequately addressed

1.5

The treatment and control groups are similar at the start
of the trial

Not addressed

1.6

The only difference between groups is the treatment
under investigation

Poorly addressed

1.7

All relevant outcomes are measured in a standard, valid
and reliable way

Adequately addressed

1.8

What percentage of the individuals or clusters recruited
into each treatment arm of the study dropped out before
the study was completed?

Homeopathy group: 2/44 patients (5%)
Comparator group: 9/44 patients (20%)
However, all 88 patients included in the study were
evaluated per protocol. No missing values were
replaced

1.9

All the subjects are analysed in the groups to which they
were randomly allocated (often referred to as intention to
treat analysis)

Not applicable. Per
protocol analysis

1.10

Where the study is carried out at more than one site,
results are comparable for all sites

Not applicable

In this study this criterion is:

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2.1

How well was the study done to minimise bias?
Code ++, +, or 

1-

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall effect
is due to the study intervention?

No, it is unclear if the patients remained on any other
medications that may have influenced the primary
outcomes. No baseline characteristics were provided, so
it is also unclear if the study groups were similar at
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baseline.
2.3

Are the results of this study directly applicable to the
patient group targeted by this guideline?

Yes

2.4

Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.
The authors found that Arnica D4 and diclofenac were equivalent for wound irritation and patient mobility. A
descriptive analysis reported the superiority of Arnica D4 with respect to patient mobility. With respect to pain,
Arnica D4 was inferior to diclofenac. No significant differences were found regarding the use of additional
analgesics during the 4 postoperative days. Arnica D4 was significantly better tolerated than diclofenac. Overall, the
authors concluded that after foot operations, Arnica D4 can be uased instead of diclofenace to reduce wound
irritation.
The evidence reviewer notes that outcomes may be subjected to a high risk of bias. Patient demographics were not
provided and it was not addressed if the study groups were comparable at baseline. It is also unclear if the patients
remained on any other medications that may have influenced the primary outcomes.
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STUDY DETAILS
Reference: Seeley BM, Denton AB, Ahn MS Maas CS (2006). Effect of homeopathic arnica montana on bruising in face-lifts.
Archives of Facial Plastic Surgeons 8: 54-59.
Affiliation/source of funds: This study was supported in part by a research grant from Alpine Pharmaceuticals, makers of
SINECCH
Conflicts of interest: Not reported
Study design:
Level of evidence:
Location/setting:
Randomised, double-blind,
Level II
Tertiary care centre, location not reported
placebo-controlled trial
Intervention:
Comparator(s):
SINECCH (Arnica montana), once every 8 hours for 4 days Placebo
Sample size: n=14
Sample size: n=15
Inclusion criteria: Patients undergoing elective rhytidectomy
Exclusion criteria: Not reported
Population characteristics
Patients undergoing elective rhytidectomy. All patients were white women who were non-smokers. They also denied having
tendencies toward easy bleeding and bruising, using recent aspirin or nonsteroidal anti-inflammatory drugs and having
undergone any previous facial surgical procedure.
Total study size: N=29
Length of follow-up: 10 days
INTERNAL VALIDITY
Allocation: Patients
Comparison of study groups: Blinding:
Treatment/
Follow-up (ITT):
were assigned study Homeopathy vs placebo.
Double-blind.
measurement bias: 3 patients did not
numbers and
Baseline demographics were
Unclear risk of bias complete the VAS.
randomly given a
not provided so it is unclear if
regimen of either
the study groups were
homeopathy or
comparable at baseline
placebo in a doubleblind fashion
SIGN quality assessment (descriptive): Evidence level 1-. Most of the SIGN criteria have been fulfilled, however it is poorly
addressed if the treatment and control groups are similar at the start of the trial, and if the only difference between groups is
the treatment under investigation. In addition, this study used a newly designed computer model to assess perioperative
colour changes, both in terms of area and degree. This model has not been validated and confirmed as an appropriate
means to make these assessments.
RESULTS
“The computer model provides an efficient, objective and reproducible means with which to assess perioperative colour
changes, both in terms of area and degree. Patients taking perioperative homeopathic A Montana exhibited less ecchymosis,
and that difference was statistically significant (P<0.05) on 2 of the 4 postoperative data points evaluated”
Trial (N)
Quality
Seeley et al
(2006)
[Level II]
SIGN EL 1N=29

Intervention

Comparator

Outcome

Results

SINECCH (Arnica montana),
once every 8 hours for 4 days
postoperatively

Placebo

Subjective
assessment by the
patient using VAS
Subjective
assessment by the
nurse/physician using
VAS
Degree of colour
change attributable to
surgery as measured
by the computer
model
Reduction in
ecchymosis as
measured by the

No significant difference
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No significant difference

No significant difference

Significant difference in favour of
homeopathy only on
postoperative days 1 (P<0.005)
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computer model

and 7 (P<0.001). No significant
difference on postoperative days
5 and 10
Abbreviations: ITT, intention to treat; SIGN, Scottish Intercollegiate Guidelines Network; VAS, Visual analogue scale.
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Methodology Checklist 2: Controlled Trials

SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Seeley BM, Denton AB, Ahn MS Maas CS (2006). Effect of homeopathic arnica montana on bruising in face-lifts. Archives
of Facial Plastic Surgeons 8: 54-59.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM
SECTION 1: INTERNAL VALIDITY
In a well conducted RCT study…

11

1.1

The study addresses an appropriate and clearly focused
question.

Well covered

1.2

The assignment of subjects to treatment groups is
randomised

Adequately addressed

1.3

An adequate concealment method is used

Adequately addressed

1.4

Subjects and investigators are kept ‘blind’ about
treatment allocation

Adequately addressed

1.5

The treatment and control groups are similar at the start
of the trial

Poorly addressed

1.6

The only difference between groups is the treatment
under investigation

Poorly addressed

1.7

All relevant outcomes are measured in a standard, valid
and reliable way

Adequately addressed

1.8

What percentage of the individuals or clusters recruited
into each treatment arm of the study dropped out before
the study was completed?

3 patients did not complete the visual analogue scale for
subjective evaluation
Homeopathy group: 0/14 (0%)
Placebo group: 3/15 (20%)

1.9

All the subjects are analysed in the groups to which they
were randomly allocated (often referred to as intention to
treat analysis)

Adequately addressed

1.10

Where the study is carried out at more than one site,
results are comparable for all sites

Not applicable

In this study this criterion is:

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2.1

How well was the study done to minimise bias?
Code ++, +, or 

1- (downgraded from ++ as it was unclear if the
participants were similar at the start of the trial, unclear
if the only difference between groups in the treatment
under investigation and outcomes were measured using
a computer model that had not been validated)

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall effect
is due to the study intervention?

No, the trial was small in size and it is unclear if the
study groups were similar at baseline. In addition, the
efficacy of homeopathic Arnica Montana was evaluated
using a computerised model. This model had not been
tested previously and thus its ability to objectively
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evaluate efficacy is uncertain.
2.3

Are the results of this study directly applicable to the
patient group targeted by this guideline?

Yes

2.4

Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.
The authors found no subjective differences between the treatment and control group, either by the patients or by the
professional staff. No objective difference in the degree of colour change was found. Patients receiving homeopathy
were found to have a smaller area of ecchymosis on posteropative days 1, 5, 7 and 10. These differences were
statistically significant only on postoperative days 1 and 7.
The evidence reviewer notes that baseline demographics were not provided so it is unclear if the study groups were
comparable at baseline. It is also unclear if the assessing nurse/physician was blinded to treatment allocation.
Importantly, this study used a newly designed computer model to assess perioperative colour changes, both in terms
of area and degree. This model has not been validated and confirmed as an appropriate means to make these
assessments.
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STUDY DETAILS
Reference: Sinha MN, Siddiqui VA, Nayak C, Singh V, Dixit R, Dewan D, Mishra A (2012). Randomised controlled pilot
study to compare Homeopathy and conventional therapy in Acute Otitis Media. Homeopathy 101: 5-12.
Affiliation/source of funds: Not reported
Conflicts of interest: Not reported
Study design:
Level of evidence:
Location/setting:
Randomised, double-blind,
Level II
Regional Research Institute of Homeopathy, Jaipur, India
controlled trial
Intervention:
Comparator(s):
Individualised homeopathy in 50 LM potencies. If less than Conventional treatment. An ‘observation option’ was adopted
50% improvement was observed in the first 3 days of
for the first 3 days: patients were given symptomatic treatment
treatment, antibiotics were given. However, the authors
without antibiotics (may include analgesics, anti-pyretic, antinoted that no antibiotics were required for any case in the
inflammatories). If less than 50% improvement was observed
homeopathy group.
in the first 3 days of treatment, antibiotics were given.
Sample size: n=40
Sample size: n=41
Inclusion criteria: Children of both sexes, between 2 and 6 years of age. Earache of not more than 36 hours duration.
Tympanic membrane bulging with loss of landmarks
Exclusion criteria: Patients having any discharge or history of discharge from ear; history of convulsions; subperiosteal
abscess of mastoid; grossly deviated nasal septum; suspected enlarged adenoids; Otitis Media with effusion; on antibiotics
in the past 7 days or on steroid therapy; suffering from any systemic disease
Population characteristics
Intervention and comparator group: Children with earache of not more than 36 hours duration. Mean age 42 years; 50%
male and 50% females
Total study size: N=81
Length of follow-up: 21 days
INTERNAL VALIDITY
Allocation:
Comparison of study groups: Blinding:
Treatment/
Follow-up (ITT):
Adequate random
Homeopathy vs active
Double-blind
measurement bias: 1 patient in
sequence
comparator. No significant
Unclear risk of bias comparator group
generation.
differences in baseline
lost to follow up
Allocation
characteristics between
concealment not
groups
described.
SIGN quality assessment (descriptive): Evidence Level 1+. All or most of the criteria have been fulfilled. Where they have not
been fulfilled the conclusions of the study are thought very unlikely to alter.
RESULTS
Overall conclusion: “Individualised homeopathy is an effective conventional outcome in acute otitis media. There were no
significant differences between groups in the main outcome. Symptomatic improvement was quicker in the homeopathy
group and there was a large difference in antibiotic requirements favouring homeopathy”
Trial (N)
Intervention
Comparator
Outcome
Results
Sinha et al
(2012)
[Level II]
SIGN EL 1+
N=81

Individualised
homeopathy in
50LM potencies

Conventional therapy
An ‘observation option’
was adopted for the first
3 days: patients were
given symptomatic
treatment without
antibiotics (may include
analgesics, anti-pyretic,
anti-inflammatories). If
less than 50%
improvement was
observed in the first 3
days of treatment,
antibiotics were given.

Prepared for the NHMRC Homeopathy Working Committee by Optum

Cured on the 3rd day

Cured on the 7th, 10th
or 21st day
Symptomatic
improvement

Significant difference in favour of
homeopathy (p=0.000)
 Homeopathy group: 4/40
(10%)
 Comparator group: 1/40 (2.5%)
No significant difference
No significant difference
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Abbreviations: EL, evidence level; LM, Millesimal scale; ITT, intention to treat; SIGN, Scottish Intercollegiate Guidelines
Network.
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Methodology Checklist 2: Controlled Trials

SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Sinha MN, Siddiqui VA, Nayak C, Singh V, Dixit R, Dewan D, Mishra A (2012). Randomised controlled pilot study to
compare Homeopathy and conventional therapy in Acute Otitis Media. Homeopathy 101: 5-12.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM
SECTION 1: INTERNAL VALIDITY
In a well conducted RCT study…

13

1.1

The study addresses an appropriate and clearly focused
question.

Well covered

1.2

The assignment of subjects to treatment groups is
randomised

Well covered

1.3

An adequate concealment method is used

Not addressed

1.4

Subjects and investigators are kept ‘blind’ about
treatment allocation

Adequately addressed

1.5

The treatment and control groups are similar at the start
of the trial

Well covered

1.6

The only difference between groups is the treatment
under investigation

Adequately addressed

1.7

All relevant outcomes are measured in a standard, valid
and reliable way

Adequately addressed

1.8

What percentage of the individuals or clusters recruited
into each treatment arm of the study dropped out before
the study was completed?

Homeopathy group: 2/40 patients (5%) did not
complete the last two follow ups but they were
considered under the last observation carried forward
principle
Comparator group: 1/40 patients (3%)

1.9

All the subjects are analysed in the groups to which they
were randomly allocated (often referred to as intention to
treat analysis)

Well covered

1.10

Where the study is carried out at more than one site,
results are comparable for all sites

Not applicable

In this study this criterion is:

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2.1

How well was the study done to minimise bias?
Code ++, +, or 

1+ (downgrade from ++ as allocation concealment was
not described)

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall effect
is due to the study intervention?

10 different homeopathic medicines were prescribed
across the 40 patients in the treatment group.

2.3

Are the results of this study directly applicable to the
patient group targeted by this guideline?

Yes
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Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.
The authors concluded that “individualised homeopathy is an effective conventional outcome in acute otitis media.
There were no significant differences between groups in the main outcome. Symptomatic improvement was quicker
in the homeopathy group and there was a large difference in antibiotic requirements favouring homeopathy.”
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STUDY DETAILS
Reference: Tveiten D, Bruset S, Borchgrevink CF, Norseth J (1998). Effects of the homoeopathic remedy Arnica D30 on
marathon runners: a randomised, double-blind study during the 1995 Oslo marathon. Complementary Therapies in Medicine
6:71-74.
Affiliation/source of funds: Norwegian Research Council funded the study. Homeopathic drugs and corresponding placebo
pills were supplied free of charge by Biomedica Nordern AB, Sweden
Conflicts of interest: Not reported
Study design:
Level of evidence:
Location/setting:
Randomised, double-blind,
Level II
Oslo marathon, September 1995
placebo-controlled trial
Intervention:
Comparator(s):
Arnica D30, 5 pills in the evening before the marathon and
Placebo
continued the morning and evening on the day of the run
Sample size: n=22
and for the following 3 days
Sample size: n=24
Inclusion criteria: Participants entering the 1995 Oslo marathon
Exclusion criteria: Not reported
Population characteristics
Intervention group: mean age 38 (range 37-52); mean total number of marathons 10.2 (range 0-50); mean running each
week 51.3 km (range 20-100 km)
Comparator group: mean age 41 (range 31-50); mean total number of marathons 12.3 (range 1-31); mean running each
week 46.1 km (range 15-85 km)
Total study size: N=71 included in the trial, N=46 evaluated
Length of follow-up: 3 days
INTERNAL VALIDITY
Allocation:
Low risk of bias.
Participants
randomised in
blocks using a
computer algorithm

Comparison of study groups:
Homeopathy vs placebo.
“The baseline of the runners
show no important difference
between the groups”

Blinding:
Low risk of bias.
Randomisation code
was unsealed after
analysis of all data

Treatment/
measurement bias:
Low risk of bias.
Muscle soreness
assessed by VAS.
Cell damage
assessed by
routine blood
screening tests

Follow-up (ITT):
46 runners
completed the trial 5 runners dropped
out 1 week before
the marathon. 20
runners dropped out
the day before and
same day as the
marathon
SIGN quality assessment (descriptive): Evidence level 1+. Most of the criteria have been fulfilled. Where they have not been
fulfilled the conclusions of the study are thought unlikely to alter the conclusions.
RESULTS
Overall conclusion: “In this study, Arnica D30 had a positive effect on muscle soreness after marathon running, but not on
cell damage as measured by enzymes.”
Trial (N)
Quality
Tveiten et al
(1998)
[Level II]
SIGN EL 1+
N=71

Intervention

Comparator

Outcome

Results

Arnica D30, 5 pills in the
evening before the marathon
and continued the morning
and evening on the day of the
run and for the following 3
days

Placebo

Muscle soreness
immediately after the
marathon as
measured by VAS
Mean estimated
muscle soreness for
the entire treatment
period as measured
by VAS
Cell damage
measured by
enzymes
Electrolytes and

Significantly lower in the Arnica
group compared with placebo
(p=0.017)
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No significant difference

No difference between the two
groups
No difference between the two
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creatinine
Side effects

groups
No side effects were reported in
either group
Abbreviations: D, Decimal scale; EL, Evidence level; ITT, intention to treat; SIGN, Scottish Intercollegiate Guidelines
Network; VAS, Visual analogue scale.
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Methodology Checklist 2: Controlled Trials

SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Tveiten D, Bruset S, Borchgrevink CF, Norseth J (1998). Effects of the homoeopathic remedy Arnica D30 on marathon
runners: a randomised, double-blind study during the 1995 Oslo marathon. Complementary Therapies in Medicine 6:71-74.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM
SECTION 1: INTERNAL VALIDITY
In a well conducted RCT study…

15

1.1

The study addresses an appropriate and clearly focused
question.

Well covered

1.2

The assignment of subjects to treatment groups is
randomised

Well covered

1.3

An adequate concealment method is used

Well covered

1.4

Subjects and investigators are kept ‘blind’ about
treatment allocation

Well covered

1.5

The treatment and control groups are similar at the start
of the trial

Adequately addressed

1.6

The only difference between groups is the treatment
under investigation

Adequately addressed

1.7

All relevant outcomes are measured in a standard, valid
and reliable way

Well covered

1.8

What percentage of the individuals or clusters recruited
into each treatment arm of the study dropped out before
the study was completed?

5 patients dropped out of the trial 1 week before the
marathon from unknown study arms. 20 patients
dropped out of the trial one day before or on the day of
the marathon as follows:
Homeopathy group: 9/33 (27%)
Placebo group: 11/33 (33%)

1.9

All the subjects are analysed in the groups to which they
were randomly allocated (often referred to as intention to
treat analysis)

Well covered

1.10

Where the study is carried out at more than one site,
results are comparable for all sites

Not applicable

In this study this criterion is:

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2.1

How well was the study done to minimise bias?
Code ++, +, or 

Evidence level 1+ (downgraded from 1++ due to high
loss to follow up)

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall effect
is due to the study intervention?

Overall, this study was of good methodological quality
and the two study groups were similar at baseline.
However, a potential confounding factor that was not
addressed is if the participants were permitted to
consume other substances (e.g. sports drinks) that may
have an effect on their recovery and the results of the
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trial.
2.3

Are the results of this study directly applicable to the
patient group targeted by this guideline?

Yes

2.4

Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.
The authors found that muscle soreness was significantly lower in the Arnica group than in the placebo group
immediately after the marathon (p=0.017). Cell damage measured by enzymes was essentially the same whether the
runners were treated with Arnica D30 or placebo. The authors concluded Arnica D30 had a positive effect on muscle
soreness after marathon running, but not on cell damage as measured by enzymes. However, the evidence reviewer
notes that a potential confounding factor that was not addressed is if the participants were permitted to consume
other substances (e.g. sports drinks) that may have an effect on their recovery and the results of the trial.
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STUDY DETAILS
Reference: Vickers A, Fisher P, Smith C, Wyllie SE, Lewith GT (1998). Arnica 30X is ineffective for muscle soreness after
long-distance running: a randomised, double-blind, placebo controlled trial. Clinical Journal of Pain 14: 227-231.
Affiliation/source of funds: Blackie Foundation Trust
Conflicts of interest: Not reported
Study design:
Level of evidence:
Location/setting:
Randomised, double-blind,
Level II
Long distance runs taking place in the community
placebo-controlled trial
Intervention:
Comparator(s):
Arnica Montana 30X, 5 pills twice daily starting the evening Placebo
before the race and continuing until 9 doses had been
Sample size: n=200
taken
Sample size: n=200
Inclusion criteria: Aged 18 years and over; Must have experienced delayed onset muscle soreness following a run of
similar or lesser length and difficulty to the forthcoming race or have a good reason to expect that they would do so
Exclusion criteria: No exclusion criteria
Population characteristics
Intervention group: Mean age 42.511.1; 156 males and 44 females
Comparator group: Mean age 42.410.0 (2 missing observations); 138 male and 62 female
Total study size: N=400
Length of follow-up: 5 days
INTERNAL VALIDITY
Allocation:
Comparison of study groups: Blinding:
Treatment/
Follow-up (ITT):
Low risk of bias.
Homeopathy vs placebo.
Double-blind
measurement bias: 27 participants lost
Adequate random
Groups were well matched at
Low risk of bias
to follow up
sequence allocation
baseline, apart from a slightly
and allocation
higher number of women
concealment
among controls
SIGN quality assessment (descriptive): Evidence level 1++. All or most of the criteria have been fulfilled. Where they have
not been fulfilled the conclusions of the study or review are thought very unlikely to alter.
RESULTS
Overall conclusion: “Homeopathic Arnica 30X is ineffective for muscle soreness following long-distance running” and “Arnica
30X does not reduce delayed onset muscle soreness resulting from long-distance running. Homeopaths should not prescribe
Arnica for this indication, and runners should be advised not to take it.”
Trial (N)

Intervention

Comparator

Outcome

Results

Vickers et al
(1998)
[Level II]
SIGN EL1+
N=400

Arnica Montana 30X, 5 pills
twice daily starting the
evening before the race and
continuing until 9 doses had
been taken

Placebo

Mean 2-day Visual
Analogue Scale for
soreness
Likert score for
soreness
Race time

No significant difference
No significant difference
No significant difference

Abbreviations: EL, evidence level; ITT, intention to treat; SIGN, Scottish Intercollegiate Guidelines Network.
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Methodology Checklist 2: Controlled Trials

SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Vickers A, Fisher P, Smith C, Wyllie SE, Lewith GT (1998). Arnica 30X is ineffective for muscle soreness after longdistance running: a randomised, double-blind, placebo controlled trial. Clinical Journal of Pain 14: 227-231.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM
SECTION 1: INTERNAL VALIDITY
In a well conducted RCT study…

17

1.1

The study addresses an appropriate and clearly focused
question.

Well covered

1.2

The assignment of subjects to treatment groups is
randomised

Well covered

1.3

An adequate concealment method is used

Well covered

1.4

Subjects and investigators are kept ‘blind’ about
treatment allocation

Well covered

1.5

The treatment and control groups are similar at the start
of the trial

Adequately addressed

1.6

The only difference between groups is the treatment
under investigation

Adequately addressed

1.7

All relevant outcomes are measured in a standard, valid
and reliable way

Adequately addressed

1.8

What percentage of the individuals or clusters recruited
into each treatment arm of the study dropped out before
the study was completed?

Homeopathy group: 13/200 (7%)
Placebo group: 14/200 (7.0%)

1.9

All the subjects are analysed in the groups to which they
were randomly allocated (often referred to as intention to
treat analysis)

Well covered

1.10

Where the study is carried out at more than one site,
results are comparable for all sites

Not addressed

In this study this criterion is:

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2.1

How well was the study done to minimise bias?
Code ++, +, or 

1++

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall effect
is due to the study intervention?

Overall, this study was of good methodological quality
and the two study groups were similar at baseline.
However, a potential confounding factor that was not
addressed is if the participants were permitted to
consume other substances (e.g. sports drinks) that may
have an effect on their recovery and the results of the
trial.

2.3

Are the results of this study directly applicable to the

Yes
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patient group targeted by this guideline?
2.4

Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.
The authors concluded that “Homeopathic Arnica 30X is ineffective for muscle soreness following long-distance
running” and “Arnica 30X does not reduce delayed onset muscle soreness resulting from long-distance running.
Homeopaths should not prescribe Arnica for this indication, and runners should be advised not to take it”
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STUDY DETAILS
Reference: Waldschütz R, Klein P (2008). The homeopathic preparation Neurexan vs. valerian for the treatment of
insomnia: an observational study. Scientific World Journal 8: 411-420.
Affiliation/source of funds: Not reported
Conflicts of interest: Not reported
Study design:
Level of evidence:
Location/setting:
Open label, prospective cohort
Level III-2
89 German centres offering both conventional and
study
complementary therapies
Intervention:
Comparator(s):
Homeopathic Neurexan® for 28 days. Dosage at
Valerian. Dosage at physician’s judgement
physician’s judgements
Sample size: n=212
Sample size: n=197
Inclusion criteria: Participants aged 18–75 years and a verified condition of mild to moderate sleep onset and/or sleep
maintenance insomnias (sleep latency, low sleep quality, frequent nocturnal awakenings, sleep-associated impaired quality
of life) diagnosed no longer than 4 weeks prior to enrolment. The conditions could be newly diagnosed or recurring. A
minimum of three nights of insomnias a week was necessary, and the sleep disturbances were to have a significant negative
impact on subjects’ social and professional lives
Exclusion criteria: Presence of concomitant diseases and intolerance to any of the study medications or their components
Population characteristics
Patients with mild to moderate sleep onset and/or sleep maintenance insomnias
Intervention group: Mean age 50.514.1 years; 77% women
Comparator group: Mean age 50.114.7 years; 68% women
Total study size: N=409
Length of follow-up: 28 days
INTERNAL VALIDITY
Allocation:
Not applicable. Open
label, prospective
cohort study

Comparison of study groups:
Homeopathy vs active
comparator. Treatment
groups were balanced at
baseline for age, sex, weight
and the manifestations of the
sleep disturbances

Blinding:
Open-label

Treatment/
measurement bias:
Risk of assessor
bias

Follow-up (ITT):
41/197 (21%) in
homeopathy group
and 48/212 (23%)
in comparator group
did not adhere to
the protocol and
were excluded
SIGN quality assessment (descriptive): Evidence level 2-. Few or no criteria fulfilled. The conclusions of the study are
thought likely or very likely to alter.
RESULTS
 Neurexan was non-inferior to valerian on all variables assessed
 Overall conclusion: “For patients favourable towards a CAM-based therapy, Neurexan might be an effective and welltolerated alternative to conventional valerian-based therapies for the treatment of mild to moderate insomnia. The results
suggest greater short-term effects with Neurexan on sleep duration and on daytime fatigue after 1 month of treatment”
Trial (N)
Intervention
Comparator
Outcome
Results
Waldschutz
and Klein
(2008)
[Level III-2]
SIGN EL 2N=409

Homeopathic
Neurexan® for 28
days. Dosage at
physician’s
judgements

Valerian. Dosage
at physician’s
judgement

Improvements in sleep
latency after 14 days’
treatment
Duration of sleep after 14
days’ treatment
(measured daily)

Sleep quality at day 28
Daytime fatigue
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No significant difference between
groups
Significantly favoured Neurexan
therapy at days 8, 12 and 14 (Pvalue not reported)
 Homeopathy group: duration
increased by 2.21.6 hours
 Comparator group: duration
increased by 2.01.5 hours
No significant difference between
groups
Significant improvement in favour
of Neurexan (P<0.05)
 Homeopathy group: 49%
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Time of first signs of
improvement
Overall effectiveness
Overall symptomatic
change since beginning
of therapy
Adverse event

SEPTEMBER 2013

reported no daytime fatigue
 Comparator group: 32%
reported no daytime fatigue
No significant difference between
groups
No significant difference between
groups
No significant difference between
groups

1 case of mild caffeine
intolerance associated with
Neurexan after 9 days of
treatment
Mean blood pressure
No significant differences
between groups
Compliance rate
No significant differences
between groups
Abbreviations: CAM, complementary and alternative medicine; EL, Evidence level; ITT, intention to treat; SIGN, Scottish
Intercollegiate Guidelines Network.
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Methodology Checklist 3: Cohort studies
SIGN
Study identification (Include author, title, year of publication, journal title, pages)
Waldschütz R, Klein P (2008). The homeopathic preparation Neurexan vs. valerian for the treatment of insomnia: an
observational study. Scientific World Journal 8: 411-420.
Guideline topic: Effectiveness of homeopathy for a specific clinical condition

Key Question No: 1

Checklist completed by: OPTUM
SECTION 1: INTERNAL VALIDITY
In a well conducted cohort study:

18

1.1

Well covered

The study addresses an appropriate and clearly
focused question.

In this study the criterion is:

SELECTION OF SUBJECTS
1.2

The two groups being studied are selected from source
populations that are comparable in all respects other
than the factor under investigation.

Well covered

1.3

The study indicates how many of the people asked to
take part did so, in each of the groups being studied.

Well covered

1.4

The likelihood that some eligible subjects might have
the outcome at the time of enrolment is assessed and
taken into account in the analysis.

Not addressed

1.5

What percentage of individuals or clusters recruited
into each arm of the study dropped out before the
study was completed.

Homeopathy group: 41/197 (21%)
Comparator group: 48/212 (23%)

1.6

Comparison is made between full participants and
those lost to follow up, by exposure status.

Poorly addressed

ASSESSMENT
1.7

The outcomes are clearly defined.

Well covered

1.8

The assessment of outcome is made blind to exposure
status.

Not applicable

1.9

Where blinding was not possible, there is some
recognition that knowledge of exposure status could
have influenced the assessment of outcome.

Not addressed

1.10

The measure of assessment of exposure is reliable.

Adequately addressed

1.11

Evidence from other sources is used to demonstrate
that the method of outcome assessment is valid and
reliable.

Not addressed

1.12

Exposure level or prognostic factor is assessed more
than once.

Well covered

CONFOUNDING
1.13

The main potential confounders are identified and

Prepared for the NHMRC Homeopathy Working Committee by Optum

Not addressed
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taken into account in the design and analysis.
STATISTICAL ANALYSIS
1.14

Have confidence intervals been provided?

No

SECTION 2: OVERALL ASSESSMENT OF THE STUDY
2-

(study design was not suitable to investigate noninferiority and high loss to follow up)

2.1

How well was the study done to minimise the risk of
bias or confounding, and to establish a causal
relationship between exposure and effect?
Code ++, +, or 

2.2

Taking into account clinical considerations, your
evaluation of the methodology used, and the statistical
power of the study, are you certain that the overall
effect is due to the study intervention?

2.3

Are the results of this study directly applicable to the
patient group targeted in this guideline?

2.4

Notes. Summarise the authors conclusions. Add any comments on your own assessment of the study, and the extent
to which it answers your question.

No, the open-label cohort design introduces a bias and is
not the best study type to examine the effectiveness of
Neurexan on patients with insomnia
Yes

Overall, the authors concluded that “for patients favourable towards a CAM-based therapy, Neurexan might be an
effective and well-tolerated alternative to conventional valerian-based therapies for the treatment of mild to
moderate insomnia. The results suggest greater short-term effects with Neurexan on sleep duration and on daytime
fatigue after 1 month of treatment”.
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