Professor Chris Baggoley,
C/o The Natural Therapy Review
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GPO Box 9848,
Canberra, ACT 2601

5 February 2013
RE: Review of the Australian Government Rebate on Private Health Insurance for
Natural Therapies

Dear Professor Baggoley,
Thank you for giving Endeavour College the opportunity to submit evidence in support
of the practice of natural medicine modalities. With campuses in six states and over
3000 students enrolled, Endeavour College is the largest higher education provider of
natural health education in the Southern Hemisphere.
This submission covers
1.

2.

Naturopathy
1.1 Whole practice research
1.2 Nutritional medicine
1.3 Western herbal medicine
1.4 Lifestyle modification.
Homeopathy

Whilst naturopathy is a whole medical system governed by defined principles and
grounded in biomedical physiology, numerous modalities are included within its scope,
and therefore, the research base for it is diverse and must be broadly defined.
Additionally, Nutirional medicine and Western herbal medicine are pracised as
independent professions within Australia.
Each component of this submission was researched and written by a team of academic
staff at the College who focused on high quality systematic reviews, meta‐analyses and
randomised controlled trials. Research papers are tabulated under the headings of
Clinical Efficacy, Cost Effectiveness, and Quality and Safety with a summary of
experimental design and findings. Each section is preceded by an executive summary
of the research.
In addition to the research submissions, I have enclosed copies of two well‐referenced
and peer reviewed textbooks as additional support. These textbooks from a reputable
medical publisher further demonstrate that naturopathy is a coherent body of
knowledge and practice that is supported by research:
Australian College of Natural Medicine Pty Ltd (ACNM) trading as Endeavour College of Natural Health, College of Natural Beauty,
FIAFitnation, Wellnation

Hechtman, L,
L ed. 2102 Clin
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ne, Elsevier Au
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Sarris, J and Wardle, J, 201
10, Clinical Naaturopathy: A guide to evid
dence‐
based practicce, Elsevier Au
ustralia
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ollowing book on cost‐effecctiveness and safety of
homeopathyy, as it presentts a recent summary of thee research in this area:
Homeopathy in Healthcare
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er Verlag, Berlin

Being an academic instituttion, the Colle
ege has made this submission based on
academic riggour and analyysis. As a priva
ate education provider, the
e College sees its role
exclusively in
n terms of training professional practitiooners and does not involve itself in
lobbying or o
other political activity, whicch it considerss to be the do
omain of the
professional bodies.
Please do no
ot hesitate to contact
c
me if you require fuurther inform
mation.
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Dr Seroya Crouch
Director of Education,
Brisbane cam
mpus
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1.1 Naturopathic Whole Practice Evidence Review
RESPONSE TO A REQUEST OF EVIDENCE IN CLINICAL EFFICACY, COST EFFECTIVENESS AND SAFETY AND QUALITY
OF NATUROPATHY BY THE CHIEF MEDICAL OFFICER OF A USTRALIA.

AUTHORS: SANDY DAVIDSON, SEROYA CROUCH

INTRODUCTION
Definition: Naturopathy or naturopathic medicine is a whole medical system based in
philosophy, principles and clinical theory and it includes a variety of therapeutic modalities
that may vary depending on jurisdiction (NCCAM.gov.us website). In the past 100 years
naturopathic therapeutic modalities in Australia have included Western herbal medicine,
nutritional medicine, manual therapies, homeopathy, flower essence therapy, hydrotherapy
and lifestyle medicine.
Naturopathy is characterised by an integrative approach in which multiple modalities are
selected to work together to target specific therapeutic outcomes. Naturopathy must
therefore be evaluated for clinical efficacy, cost‐effectiveness and quality and safety
through whole practice research as well as through individual modality research. Whilst
whole practice research is difficult to fund and is a new area of medical research there are
some useful studies available.

Historical context: Naturopathy has its roots in the European hydrotherapy tradition and
coalesced as a medical profession in the late 1800s in North America with the integration of
the natural hygiene movement (dietetics and exercise), physical manipulation, herbal
medicine and later on, homeopathy. The term naturopathy was first coined by John Scheel
in 1895 and was made popular by Benedict Lust, the ‘father of naturopathy’ in the US
(Cowper in: Zetler & Bonello 2011).
Preventive health care is of primary importance in Australia to address the burden of
chronic disease in an ageing population. The principles of Naturopathic Whole Systems
Practice, referred to as Naturopathic Care (NC), have much in common with the principles of
public health, namely health promotion, disease prevention, health education and self‐
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management (Wardle et al 2011).

NC is a system of primary health care and like health

promotion as defined by Winslow (1920) is the science and art of preventing disease,
prolonging life and promoting health through the organised efforts and informed choices of
society, organizations, public and private, communities and individuals. Naturopathic Care
is a valuable model of primary health care in Australia.
NC is also a holistic approach to ‘wellness’, disease prevention and management. Today NC
is a distinct type of primary health care with increasing availability of good quality evidence
(Leach & Gillham 2011). that blends modern and traditional medicine applied according to
six well‐defined principles: the healing power of nature; treat the cause; first, do no harm;
treat the whole person; prevention; and doctor as teacher. Modern naturopathy recognises
the body’s innate healing capacity, offers individualised treatment emphasizing disease
prevention and self‐management to obtain optimal health (Fleming & Gutknecht 2010).

Issues in naturopathic research: Many naturopathic approaches were historically ahead of
their time and have been vindicated through research and are becoming increasingly
mainstream. Treatment recommendations emphasise a diet consistent with NHMRC
guidelines that additionally recognise the importance of fresh foods and quality ingredients,
exercise, relaxation, stress management, fresh air, sunshine, water, connectedness, prayer,
laughter, avoidance of environmental toxins and harmful substances. Much of the research
conducted on the efficacy and effectiveness of such non‐pharmaceutical approaches for
disease prevention and management falls under the ‘umbrella’ term of complementary and
alternative medicine (CAM) and is not immediately identifiable as pertaining to
naturopathy. This presents a challenge to governments and researchers in evaluating this
profession.
There is an increasing amount of level I and level II evidence supporting components of the
Naturopathic Models of Care. Single efficacy trials are essential in order to offer the
community evidence based care, to improve health outcomes and quality of life, that is
ethical, cost effective and safe, essentially the building blocks of whole system research.
The goal is to move toward integrated health care, improved population health and a more
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cost‐effective allocation of the health dollar. Local research needs to move forward from
quantification of the industry and be directed at a whole practice, whole system research
which at this time is in its infancy, particularly in Australia.

CLINICAL EFFICACY
For references and additional evidence see Table 1.1.1 Clinical Efficacy Randomised
Controlled Trials and Observational Studies.
Summary of Evidence:
Naturopathic whole system interventions typically require a high degree of self‐efficacy due
the multiple lifestyle changes, not dissimilar to lifestyle health promotion programmes.
Unlike health promotion programmes, Naturopathic Models of Care are typically multi‐
strategy interventions specifically tailored to individuals. However, the types of planning
and evaluation measures used in health promotion research are likely to be more
appropriate to evaluate ‘whole system’ NC research than a biomedical model.
Additionally, to effectively measure a naturopathic model of care involves outcomes
measures across a wide variety of domains (Verhoef et al 2006, Deng et al 2010, Kienle et al
2011).

Outcomes measures that enable measurement of the whole person: physical,

mental, social and spiritual are necessary.

Another important aspect in determining

outcome measures consistent with a patient‐centred approach involves consideration of
what the patient perceives as important. Deng et al (2010) proposes a framework for
setting priorities in integrative health care research.
Seventeen ‘whole system’ studies have been identified and included in this submission.
Twelve of these were carried out in the United States (US). The participants, treatment and
outcomes for the eight randomised controlled trials (RCT) and/or pilot RCTs is depic. Two
RCTs are Canadian, one Australian and the remainder are from the US. Appendix 1.1 details
the type of study and the same details pertaining to participants, treatment and outcomes.
Within this group there are two German studies and the remainder are from the US.
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This demonstrates that the ‘whole system model’ area of research is in its infancy and that
the RCT by design is costly and may not necessarily be the only design suitable for ‘whole
system’ research. Despite the varying designs and standard limitations due to recall bias,
measurement and power, all of these studies indicate a statistically significant improvement
in outcomes or outcomes equal to conventional care especially on self‐reported QOL
measures. Therefore this area of research offers promise.
A systematic review of randomised controlled lifestyle trials for primary and secondary
prevention of CVD and diabetes provide mixed results (Angermayer et al 2010). The wide
confidence intervals, majority of which cross the ‘null’, are largely a result of underpowered
studies. Notwithstanding authors propose that lifestyle interventions may effectively reduce
mortality in those at high risk. Fleming and Gutknecht (2010) identified two priority areas
for continued whole systems research, diabetes and aged care. Given the ageing population
in Australia and high prevalence of obesity a known risk factor for type 2 diabetes, these
two populations are relevant for local research.

COST‐EFFECTIVENESS
For references and additional evidence see Table 1.1.2 Cost Effectiveness Studies.
Summary of Evidence:
Two studies have demonstrated economic benefits associated with naturopathic care and
the provision of complementary medicine. The largest difference was seen in the patients
with the heaviest disease burdens among whom CAM users averaged $1,420 less than
nonusers, p < 0.0001, which more than offset the slightly higher average expenditures of
$158 among CAM users with lower disease burdens (Lind et al 2010). This demonstrates
that although there may be an additional initial expenditure, the long‐term benefits have
clear economic profits.
Another study by Herman et al. (2008) set out to determine the cost effectiveness of NC in
comparison to physiotherapy in patients with low back pain. Over the 6 months of the study
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and 3 month follow up, NC significantly reduced societal costs by $1212 per participant and
significantly improved quality‐adjusted life‐years, roughly equivalent to 9.4 "perfect health"
days.

SUMMARY AND CONCLUSION
A frequent criticism of CAM research involves underpowered studies. The Ornish Program
(1990) to this day is probably the most successful secondary prevention lifestyle trials. The
relevance to naturopathic research is twofold. Firstly, multi‐component health promotion
research is aligned with naturopathic philosophy and is complex in nature and could be
compared to whole system naturopathic research in both its complexity and the multi‐
modality strategies. Secondly, lessons can be learned from the well evaluated health
promotion programs. The models of evaluation including formative, process and outcomes
are likely to be relevant for whole systems analysis and help steer ‘whole’ practice.
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Table 1.1.1 Clinical Efficacy Randomised Controlled Trials and Observational Studies
Source

Participants

Treatment

Outcomes

Beer, AM, Ostermann, T,
Matthiessen, PF 2001, ‘Changes
in quality of life during acute
inpatient naturopathic
treatment‐‐results of the
Blankenstein model’,
Gesundheitswesen, vol. 63, no. 4,
pp. 242‐7.

n=618 in‐patients (mean
age 57.3 yrs) treated for
rheumatic diseases,
metabolic diseases,
chronic bronchial
diseases and allergic
complaints.

Classical naturopathic
methods (hydrotherapy,
phytotherapy etc.) adapted
to the patients' individual
needs.

All subscales as well as the total scores of life quality showed highly
significant improvements (p < 0.01) between the times of ‘hospitalisation'
and ‘discharge'. During follow‐up these values stabilised on a level
significantly higher than the initial level.

Bradley, R, Kozura, E, Kaltunas, J,
Oberg, EB, Probstfield, J,
Fitzpatrick, AL 2011, ‘Observed
Changes in Risk during
Naturopathic Treatment of
Hypertension’, Evidence Based
CAM, pp. 1‐7.

n=85 participants with
hypertension attending
an outpatient
naturopathic clinic for at
least 6 months. Mean age
60.6 yrs; 41% male, 59%
female.

Patients with both stage 1 and stage 2 HTN appeared to improve during
care, with stage 2 patients achieving mean reductions of 26mmHg
(p<0.0001) and 11mmHg (p<0.0001) in systolic BP (SBP) and diastolic BP
(DBP), respectively. The proportion of patients achieving control
(<140/90mmHg) in both SBP and DBP was increased significantly from 14
to 44% (p<0.033), although the statistical significance was not maintained
upon correction for multiple comparisons. BP appears to improve during
naturopathic care for HTN, in a high‐risk population.

Bradley, R, Sherman, K, Catz, S,
Calabrese, C, Oberg, E, Jordan, L,
Grothaus, L, Cherkin, D 2012,
‘Adjunctive naturopathic care for
type 2 diabetes: patient‐reported
and clinical outcomes after one
year’, BMC Complement Altern
Med, vol. 12, no. 1, p. 44.

n=40 patients with type 2
diabetes who had
haemoglobin A1c (HbA1c)
values between 7.5‐9.5%
and at least one
additional CVD risk factor
(i.e., hypertension,
hyperlipidaemia or
overweight). n=329
patients who received
usual care (UC) were used

Health promotion advice on
diet, exercise, alcohol and
tobacco, increased plant
based foods and fibre.
Supplements include Omega
3, Combo 1 (containing
Rauwolfia, Arjuna), Tribulus,
Magnesium, CoEnzyme Q10,
Crataegus oxycantha, Combo
2 containing (Vitamin B6,
Magnesium, Allium sativum,
Leonurus, Pasiflora,
Resveratrol), and potassium
Adjunctive Naturopathic Care
(ANC) cohort invited to
receive up to eight visits for
up to one year. Treatment
included self‐management,
dietary advice, PA, stress
management and
supplements – omega 3,
Chromium, Multivitamin and
B complex, Fibre, Vitamin D
and Cinnamomum cassia,

Participants made 3.9 ANC visits on average during the year, 78% of which
occurred within six months of entry into the study. At 6‐months,
significant improvements were found in most patient‐reported measures,
including glucose testing (P=0.001), diet (P=0.001), physical activity
(P=0.02), mood (P=0.001), self‐efficacy (P=0.0001) and motivation to
change lifestyle (P=0.003). Improvements in glucose testing, mood, self‐
efficacy and motivation to change lifestyle persisted at 12‐months (all
P<0.005). For clinical outcomes, mean HbA1c decreased by ‐0.90%
(P=0.02) in the ANC cohort at 6‐months, a ‐0.51% mean difference
compared to usual care (P=0.07). Reductions at 12‐months were not
statistically significant (‐0.34% in the ANC cohort, P=0.14; ‐0.37%
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for comparison.

Cooley, K, Szczurko, O, Perri, D,
Mills, EJ, Bernhardt, B, Zhou, Q,
Seely, D 2009, ‘Naturopathic care
for anxiety: a randomized
controlled trial’, PLoS One, vol. 4,
no. 8, p. 6628.

n=41 participants with
anxiety n=26 female and
n=15 male were assigned
naturopathic care (NC),
n=40 standard
psychotherapy (PT)

Cramer, EH, Jones, P, Keenan, NL,
Thompson, BL 2003, ‘Is
naturopathy as effective as
conventional therapy for
treatment of menopausal
symptoms?’, J Altern
Complement Med, vol. 9, no. 4,
pp. 529‐38.

n=79 menopausal
naturopathic patients
(aged 40 yrs of age or
more) from one NC clinic
and controls n=160
menopausal patients
from six conventional
medicine clinics.

Greenlee, H, Atkinson, C,
Stanczyk, FZ, Lampe, JW 2007, ‘A
pilot and feasibility study on the
effects of naturopathic botanical
and dietary interventions on sex
steroid hormone metabolism in
premenopausal women’, Cancer
Epidemiol Biomarkers Prev, vol.
16, no. 8, pp. 1601‐9.

Pilot – 40 healthy
premenopausal women
mean age 35.8yr
randomly assigned to one
of three study arms –
botanical supplement
n=15, dietary changes
n=10, placebo n=15 over
5 cycles to test effects on
steroid hormones and
metabolic markers.

Vitamin C & E, Probiotics,
Bioflavonoids, Gymnema
sylvestre, Coenzyme Q10.
Dietary counselling, deep
breathing relaxation
techniques, a standard multi‐
vitamin, and Herbal Medicine
– Withania somnifera 300mg
b.i.d.

difference compared to the usual care cohort, P=0.12).

NC – plant derived
oestrogens n=22, natural
progresterone n=27,
phytoestrogens n=20, Kava
n=14, Cimicifuga racemosa
n=48, Multivitamin n=48, soy,
oats, flaxseed 55.6%,
conventional HRT n=24
versus controls conventional
HRT n=120
The intervention arms were
as follows: combination
botanical supplement n=15
(Curcuma longa, Cynara
scolymus, Rosmarinus
officinalis, Schisandra
chinensis, Silybum marinum,
and Taraxacum officinalis;
dietary changes n=10 (3
servings/d crucifers or dark
leafy greens, 30 g/d fibre, 1‐2
litres/d water, and limiting
caffeine and alcohol
consumption to 1 serving
each/wk; and placebo (n =
15).

Multivariate analyses found that patients treated with NC were
approximately seven times more likely than conventionally treated
patients to report improvement for insomnia (odds ratio [OR], 6.77; 95%
confidence interval [CI], 1.71, 26.63). Patients receiving NC improved
about as frequently as patients receiving conventional treatment for
anxiety (OR, 1.27; 95% CI, 0.63, 2.56), hot flashes (OR, 1.40; 95% CI, 0.68,
2.88), menstrual changes (OR, 0.98; 95% CI, 0.43, 2.24), and vaginal
dryness (OR, 0.91; 95% CI, 0.21, 3.96).

Final Beck Anxiety Inventory (BAI) scores decreased by 56% (p<0.0001) in
the NC group and 30.5% (<0.0001) in the PT group. Significant difference
between groups was also observed in mental health, concentration,
fatigue, social functioning, vitality of overall QOL with the NC group
exhibiting greater clinical benefit.

During the early follicular phase, compared with placebo, the botanical
supplement decreased (dehydroepiandrosterone) (‐13.2%; P = 0.02),
dehydroepiandrosterone‐sulfate (‐14.6%; P = 0.07), androstenedione (‐
8.6%; P = 0.05), and oestrone‐sulfate (‐12.0%; P = 0.08). No other trends
or statistically significant changes were observed. When comparing
dietary changes with placebo, no statistically significant differences were
observed. Overall, in this pilot study, the naturopathic interventions had
no substantial effects on oestrogen measures (study underpowered and
oestrogen concentrations within and between individuals vary
considerably 95% CI placebo (34‐95) botanicals (47‐70) total oestradiol).
However early follicular phase androgens decreased. Authors note
potential importance given growing data suggesting role of androgens in
breast cancer aetiology.
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Milliman, WB, Lamson, DW,
Brignall, MS 2000, ‘Hepatitis C; a
retrospective study, literature
review, and naturopathic
protocol’, Altern Med Rev, vol. 5,
no. 4, pp. 355‐71.

n=14 patients with
Herpes simplex virus
(aged 26‐77 yrs) with
baseline and follow‐up
data who had not
undergone interferon
therapy.

MacIntosh, A, Ball, K 2000, ‘The
effects of a short program of
detoxification in disease‐free
individuals’, Altern Ther Health
Med, vol. 6, no. 4, pp. 70‐6.

Oberg, EB, Bradley, RD, Allen,
J, McCrory, MA 2011, ‘CAM:
naturopathic dietary
interventions for patients with
type 2 diabetes’, Complement
Ther Clin Pract, vol. 17, no. 3, pp.
157‐61.

Pilot non‐randomised
before and after study –
n=25 disease free
naturopathic medical
students aged 23‐40 yrs
to assess whether a 7
day program of
detoxification can
improve well‐being and
enhance liver
detoxification pathways.
n=12 T2DM, HbA1c>7.5%,
currently under the
supervision of a primary
care provider, and if
taking oral medications,
stable and titrated for 1
month.

Ostermann, T, Beer, AM,
Matthiessen, PF 2002, ‘Evaluation
of inpatient naturopathic
treatment‐‐the Blankenstein
model. Part II: Effective strength
and health status of patients over
the course of time’, Forsch

N=1026 patients with
rheumatic diseases,
metabolic diseases,
chronic‐bronchial
diseases and allergic
conditions. The mean
value of age was 57.3

NC consisted of breakfast
muesli, dietary and lifestyle
modification. Primary
intervention included
colchicine, ursodeoxycholic
acid, Silymarin, Vitamin E,
Glycyrrhiza glabra, Sho‐saiko‐
to.
For 7 days 2 scoops of
UltraClear in water 3 x daily;
dietary – avoid: allergens or
intolerant foods, dairy,
wheat, sugars, caffeine,
alcohol, eggs, citrus,
tomatoes, potatoes, peanuts

For all patients reviewed, the average reduction in ALT was 35 U/L
(p=0.026). These data appear to suggest that a conservative approach
using diet and lifestyle modification, along with safe and indicated
interventions, can be effective in the treatment of hepatitis C. Controlled
trials with serial liver biopsy and viral load data are necessary to confirm
these preliminary findings.

Pre‐ and post‐measures were taken using the Metabolic Screening
Questionnaire (as a subjective assessment of well‐being) and drug
challenge tests to assess hepatic detoxification capacity. A statistically
significant (44%) reduction in the Metabolic Screening Questionnaire
scores resulted (p<0.011). Caffeine clearance increased by 53% reflecting
improvement in phase I detox, however did not reach significance. Non
statistically significant reduction in lactulose recovery by 37% reflecting
reduced intestinal permeability.

12 wk nutrition program was
delivered as a combination of
one‐on‐one NC counselling
and bi‐weekly group
educational sessions
including pot luck style
dinners. Nutritional
counselling to address 1)
macronutrient balance, 2)
low GI, 3) functional food, 4)
eating behaviours, 5) eating
attitudes.

HbA1c improved in all participants (n = 12); mean ‐ 0.4% +/‐ 0.49% SD, (p
= 0.02). Adherence to healthful eating increased from 3.5 d/wk to 5.3
d/wk (p = 0.05). Specific nutritional behaviour modification included:
days/week consuming ≥5 servings of fruit/vegetables (p = 0.01), attention
to fat intake (p = 0.05), and ‐11.3% carbohydrate reduction. Measures of
physical activity, self‐efficacy and self‐management also improved
significantly.

3‐week inpatient treatment
with classical naturopathic
methods (hydrotherapy,
phytotherapy), individually
adapted to the patient’s
situation.

Outcome parameters were quality of life (measured with the HLQ and the
SF‐36), mood (measured with the Bf‐S), physical complaints (measured
with the GBB24) and pain perception (measured with the SES) of the
patient were measured hospitalisation, discharge, 3 and 6 months after
hospitalisation. All subscales as well as the total scores of the
psychometric test instruments showed highly significant changes (p <
0.01) between the time ‘hospitalization’ and ‘discharge’. Within the
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Komplementarmed Klass
Naturheilkd, vol. 9, no. 5, pp.
269‐76.

years, the median 58.5
years.

Ritenbaugh, C, Hammerschlag,
R, Calabrese, C, Mist, S, Aickin,
M, Sutherland, E, Leben, J, Debar,
L, Elder, C, Dworkin, SF 2008, ‘A
pilot whole systems clinical trial
of traditional Chinese medicine
and naturopathic medicine for
the treatment of
temporomandibular disorders’, J
Altern Complement Med, vol. 14,
no. 5, pp. 475‐87.

Pilot trial – Traditional
Chinese Medicine and
Naturopathic care versus
speciality care (SC) for
treatment of
temporomandibular
disorders. A total of 160
women between 25‐55yr
were randomly assigned
to one of 3 arms SC n=60,
NC n=50, TCM n=50.

9.5 hours contact over 6
months, receiving
standardised multivitamin
and mineral supplement,
antioxidants, hepatic support,
and individualised nutrition,
exercise and stress
management counselling.

Sarrell, EM, Cohen, HA, Kahan, E
2003, ‘Naturopathic treatment
for ear pain in children’,
Pediatrics, vol. 111, no. 5, pp.
574‐79.

n=171 children 5‐18 yrs
with otalgia and clinical
findings associated with
otitis media. Intervention
n=86, control n=85

Assigned to Naturopathic
Herbal Ear Drops (NHED) or
anaesthetic ear drops, with
or without amoxicillin. NHED
contents: Allium sativum,
Verbascum thapsus,
Calendula officinalis,
Hypericum perfoliatum,
Lavendula officinalis and
vitamin E in olive oil 3 times
daily for 3 days.

Secor, ER, Blumberg, JH, Markow,
MJ, MacKenzie, J, Thrall, RS 2004,
‘Implementation of outcome
measures in a complementary
and alternative medicine clinic:
evidence of decreased pain and
improved quality of life’, J Altern
Complement Med, vol. 10, no. 3,
pp. 506‐13.

94 patients (mean age 45
yrs), attending a CAM
outpatient clinic,
receiving 3 or more
treatments in a specific
modality.

Participants receiving NC
n=14, Chiropractic n=51,
Acupuncture n=28

follow‐up these values were stabilized on a level significantly higher than
the initial level. The results show a stabilization of the patients within the
follow‐up, which indicates the long‐lasting effect of naturopathic
treatment.
TCM and NC demonstrated significantly greater in‐treatment reductions
for worst facial pain compared to SC (adjusted regression analysis, = ‐1.11
+/‐ 0.43, p = 0.010 and ‐1.02 +/‐ 0.45, p = 0.025 for TCM and NC,
respectively, compared to SC) and at 3 months post‐treatment (‐1.07 +/‐
0.51, p = 0.037 and ‐1.27 +/‐ 0.54, p = 0.019 for TCM and NM versus SC,
respectively). Additionally, NC provided significantly greater decreases
than SC or TCM in TMD‐related psychosocial interference.

Each group had a statistically significant improvement in ear pain over the
course of the 3 days. Patients who were given ear drops alone had a
better response than patients who were given ear drops together with
amoxicillin. Both groups showed a significant decreased in pain by day 3.
Treatment was considered successful in the NHED group: their average
total level of ear pain dropped from 8.53 at baseline to 0.56 at 30 minutes
after instillation of day 2, for a reduction of 93.4%. Corresponding values
in patients who were given anaesthetic were 8.44 and 1.61, for a
reduction of 80.9%. By subgroup, the rates of pain reduction were as
follows: NHED alone 95.9%;, NHED plus antibiotics 90.9%, anaesthetic
alone 84.7%, and anaesthetic with antibiotics 77.8%. Herbal extracts were
well tolerated, easy to administer and considered less expensive than the
antibiotics.
Significant decreases in pain were observed in subjects receiving
acupuncture, chiropractic, or naturopathy. In addition, improvements in
various subscales of the SF‐12v2® Physical and Mental Health categories
were observed for each CAM treatment modality studied. Outcome
measures demonstrated both a significant reduction in pain and
improvement in QOL for subjects who utilized acupuncture, chiropractic,
or naturopathy treatments.
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Shinto, L, Calabrese, C, Morris,
C, Yadav, V, Griffith, D, Frank,
R, Oken, BS, Baldauf‐Wagner,
S, Bourdette, D 2008, ‘A
randomized pilot study of
naturopathic medicine in
multiple sclerosis’, J Altern
Complement Med, vol. 5, pp. 489‐
96.

n= 45 participants with
MS (≈87% on disease
modifying drugs) were
randomised to one of
three arms usual care (UC
n=15), NC (n=15),
education group (n=15)

Szczurko, O, Cooley, K, Mills,
EJ, Zhou, Q, Perri, D, Seely, D
2009, ‘Naturopathic treatment of
rotator cuff tendinitis among
Canadian postal workers: a
randomized controlled trial’,
Arthritis Rheum, vol. 61, no. 8,
pp. 1037‐45.

n=75 postal employees
with low back pain of
longer than six weeks
duration to receive NC (n
= 39) or standardized
physiotherapy (n = 36)
over a period of 12
weeks.

Szczurko, O, Cooley, K, Mills,
EJ, Zhou, Q, Perri, D, Seely, D
2009, ‘Naturopathic treatment of
rotator cuff tendinitis among
Canadian postal workers: a
randomized controlled trial’,
Arthritis Rheum, vol. 61, no. 8,
pp. 1037‐45.

n=85 postal workers with
rotator cuff tendinitis for
a duration of >6 weeks
were randomized to
receive NC (n = 43) or
standardized physical
exercises (PEs; n = 42)
over 12 weeks.

Naturopathic intervention UC
plus individualised diet
according to self‐efficacy –
low intake of sat fats & trans
fats, fried foods, artificial
sweeteners, coffee and
alcohol with increased fruit
and veg consistent with
guidelines and multi‐vitamin
and mineral without iron,
vitamin C, fish oil 2000mg,
alpha‐lipoic acid 200mg/day
and weekly B12 injections
over 6 months.
The Naturopathic care group
received dietary counselling
(high omega 3, Mg & Ca),
deep breathing relaxation
techniques, exercise (3 min 3
time p/wk) and acupuncture.

The Naturopathic group
received dietary counselling,
acupuncture, and
Phlogenzym containing 90mg
Bromelain, 48mg Trypsin,
100mg Rutin (2 tablets 3
times/day). The PE
intervention group received
passive, active‐assisted, and
active range of motion
exercises and matched
placebo.

The study was underpowered and results for primary and secondary
outcomes didn’t reach statistical significance. Results for primary outcome
measures using SF‐36 showed improvement on all QOL measures
compared to UC showing a positive trend favouring NC ‐ in the General
Health subscale of the SF‐36 (p = 0.11), Timed Walk (p = 0.11), and
neurologic impairment (EDSS) (p = 0.07). There were no significant
increases in MS‐related adverse events nor significant changes in blood
chemistry in the NC group.

Sixty‐nine participants (92%) completed eight weeks or greater of the
trial. Participants in the NC group reported significantly lower back pain (‐
6.89, 95% CI. ‐9.23 to ‐3.54, p = <0.0001) as measured by the Oswestry
questionnaire. QOL was also significantly improved in the NC group in all
domains except for vitality. Differences for the aggregate physical
component of the SF‐36 was 8.47 (95% CI, 5.05 to 11.87, p = <0.0001) and
for the aggregate mental component was 7.0 (95% CI, 2.25 to 11.75, p =
0.0045). All secondary outcomes were also significantly improved in the
group receiving NC: spinal flexion (p<0.0001), weight‐loss (p = 0.0052) and
BMI (‐0.52, 95% CI, ‐0.96 to ‐0.08, p = 0.01).
Seventy‐seven participants (87%) completed >or=8 weeks of the trial.
Final total Shoulder Pain Disability Index (SPADI) scores decreased by
54.5% (P < 0.0001) in the NC group and by 18% (P = 0.0241) in the PE
group. Between‐group differences in changes to SPADI scores showed
statistically significant decreases in shoulder pain and disability in the NC
group compared with the PE group (P < 0.0001).

Table 1.1.2 Cost Effectiveness Studies
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Citation

Participants/ Setting

Study Design

Outcomes

Lind, BK, Lafferty, WE, Tyree, PT,
Diehr, PK 2010, ‘Comparison of
health care expenditures among
insured users and nonusers of
complementary and alternative
medicine in Washington State: a
cost minimization analysis’, J Altern
Complement Med, vol. 16, no. 4,
pp. 411‐7.

n=26,466 CAM‐using
patients were matched
to n=13,025 CAM‐non‐
using patients with
back pain, fibromyalgia
or menopause.

Comparison of
insurance claim data for
2000‐2003.

Both unadjusted tests and linear regression models indicated that CAM
users had lower average expenditures than nonusers. (Unadjusted: $3,797
versus $4,153, p = 0.0001; beta from linear regression ‐$367 for CAM
users.) CAM users had higher outpatient expenditures that which were
offset by lower inpatient and imaging expenditures. The largest difference
was seen in the patients with the heaviest disease burdens among whom
CAM users averaged $1,420 less than nonusers, p < 0.0001, which more
than offset slightly higher average expenditures of $158 among CAM users
with lower disease burdens.

Herman, PM, Szczurko, O, Cooley,
K, Mills, EJ 2008, ‘Cost‐
effectiveness of naturopathic care
for chronic low back pain’, Altern
Ther Health Med, vol. 14, no. 2, pp.
32‐9.

To determine the cost‐
effectiveness of
naturopathic care
(acupuncture,
relaxation exercises,
exercise and dietary
advice, and a back care
booklet) compared to
standardized
physiotherapy
education and a back
care booklet (control
treatment) for low back
pain in a sample (N =
70) of warehouse
workers.

Economic evaluation
based upon the results
of a pragmatic
randomized controlled
trial to determine the
cost‐effectiveness of
naturopathic care to
society as a whole, to
the employer, and to
participants.

Naturopathic care (as compared to the control treatment) significantly
improved quality‐adjusted life‐years over the 6‐month study period (3‐
month intervention period and 3‐month follow‐up period) by 0.0256 (95%
CI: 0.0075, 0.0437)‐‐roughly equivalent to 9.4 "perfect health" days.
Naturopathic care also significantly reduced societal costs by $1212 per
participant. From the perspective of the employer, the intervention cost
$154 per absentee day avoided (compared to employer costs of lost
productivity of $172 per day) and had a return on investment of 7.9%
under the healthcare coverage limits set by this employer and assuming
the employer paid the full cost of naturopathic care. Participants
experienced savings in adjunctive care of $1096 per participant.
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RESPONSE TO A REQUEST OF EVIDENCE IN CLINICAL EFFICACY, COST EFFECTIVENESS AND SAFETY AND QUALITY
OF NUTRITIONAL MEDICINE BY THE CHIEF M EDICAL OFFICER OF AUSTRALIA.

AUTHORS: NIIKEE SHOENDORFER, SEROYA CROUCH , REBECCA SHAW, DANIEL ROYTAS

INTRODUCTION
Definition: Nutritional medicine is a modality of naturopathy that has also emerged in the
past twenty years as a stand‐alone modality with training in Australia being offered as high
as the Bachelor of Health Science level.
Historical context: Nutritional medicine developed from naturopathic dietetics in the late
1800s and early 1900s which first clinically identified the adverse health impact of refined
carbohydrates, lack of plant fibre and excessive animal protein in the human diet. In the
latter half of the 20th century increased knowledge of human physiology and biochemistry
was incorporated, especially with relation to micronutrients, enzyme cofactors.
Nutritional medicine focusses on optimising the nutritional status of patients to support
their physiological processes of self‐healing and to compensate for any genetic anomalies
related to food absorption or metabolism, catabolic states related to physical activity, drug
induced deficiencies or other factors. Optimal nutrition is indispensable for proper
physiological functioning, growth and maintenance of tissues, preventing cell damage and
mutation (Prelack 2001), as well as immune system function (Chandra 1991) and may
decrease the likelihood of chronic disease development. Some investigators consider that
impaired nutritional status may cause undefined or subsyndromal symptoms such as
irritability, insomnia, lethargy and difficulty in concentrating (Holmes 2003). If tissue stores
become depleted, various clinical manifestations may become apparent and if left
untreated progress to deficiency disease states.
Issues in Nutritional Medicine research: Essentially treatments are based on molecular
biology theories. Many similar synergistic and antagonistic functions exist within human
physiology and should be considered, particularly in the health and research arenas, where
positive outcomes may be more likely if nutrient preparations are formulated with assistant
supplementary nutrients, while nutrient related confounders need also to be made
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accountable. Appropriate physiological functioning requires optimal nutrition, which needs
to be in balance to prevent potentially detrimental interactions, especially when
administered at pharmacological dosages. Many nutrients function in harmony to
complement digestive function and assimilation. Some may hinder these processes and
compete for uptake, while others may also be required in tandem to assist in metabolism
which may ultimately affect a number biochemical cycles (Schoendorfer 2011).
Various issues arise as a result of insufficient training in this field, due to a lack of
understanding of the delicate interplay which constitutes adequate nutrient balance.
Administration of single nutrient preparations without the required synergistic nutrients
may have limited value if other nutrient cofactors which are required for its metabolism and
biological activity are not identified. In these cases there will be an inability to elicit
appropriate responses required to optimise physiological functioning, for example,
addressing folate status without the concomitant provision of vitamin B12 (Selhum and
Miller 1992). Both nutrients are necessary for appropriate methylation which plays a vital
role in numerous essential physiological processes including neurotransmission and nerve
myelination. The methylation cycle produces methyl donors for a variety of brain
compounds, including vitamin C dependant tetrahydrobiopterin (BH4), which is an essential
coenzyme in the activation of enzymes that manufacture monoamine neurotransmitters
such as serotonin and dopamine from their corresponding amino acids (Amsterdam and
Opperhulzen 1999). As vitamin B6 is also essential in the manufacture of all of the
monoamine neurotransmitters, a B6 deficiency may also negatively impact outcomes in
patients with depression and other mental health issues (Sarris 2010). Therefore without
suitable levels of folate, vitamin B6, B12, C and essential amino acids derived from proteins,
it is not possible for the endogenous production of the substances necessary for stable
neurological capacity. In light of these issues, assessment of the adequacy of these nutrients
in patients prior to the administration of psychoactive medications may be prudent and a
cost effective measure in the future.
Protein deficiency can also significantly affect vitamin A metabolism, while in turn its
deficiency can influence protein metabolism.

Protein insufficiency principally affects

vitamin A status via mechanisms such as impeding intestinal absorption, release from the
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liver and blood transport. In light of this, protein deficiency can lead to a secondary
deficiency of this vitamin, despite an adequate intake. Vitamin A deficiency, on the other
hand, can also impact on the metabolism of proteins by lowering the plasma levels of
retinol‐binding protein (RBP), impairing nitrogen balance and decreasing the synthesis of
other specific proteins such as enzymes and hormones (Mejia 1986).
Another issue frequently arises in clinical research where specific confounders may be
overlooked within a trial design. Many randomised controlled studies assessing the effects
of omega 3 fatty acids utilise olive oil as an ‘inert’ placebo (Rogers et al. 2008, Grenyer et al.
2007), while others may omit the composition of the placebo all together within the
disclosed research design (Mangarell et al. 2003). Olive oil plays a role in the maintenance of
the physiochemical properties of membranes, via its ability to increase the delta‐9
desaturase enzyme activity (Garg et al 1988, Escudero et al 1998). As Stoll et al.(2000)
argues, even though the use of such a small amount of olive oil may have minimal
physiological effects, it should not be dismissed and warrants further investigation. Also, the
latter study (Marangell et al. 2003) used DHA alone, while the former studies used a higher
ratio of DHA to EPA. EPA is the fatty acid ester that exerts varied effects from that of DHA
and as such, its inclusion or absence at varying ratios should be questioned.
Any number of the aforementioned confounding variables, as well as many others
(Schoendorfer 2011) may be overlooked both in the clinical context and within research
design, particularly when relevant clinicians or researchers are not familiar with the finer
aspects of balancing nutritional biochemistry of the body.

CLINICAL EFFICACY
For references and additional evidence see Table 1.2.1 Clinical Efficacy Meta‐analysis and
Systematic Reviews and Table 1.2.2 Randomised Controlled Trials.
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Summary of Evidence:
Nutritional therapy can address many of the health issues which are encountered by the
population on a daily basis. Research has frequently demonstrated nutritional treatments to
be effective in mild acute conditions, chronic disorders and in some cases advanced disease,
as well as lowering the risk of both morbidity and mortality.
The benefit of probiotic utility in both acute and persistent diarrhoea, antibiotic associated
diarrhoea and upper respiratory tract infections has been repeatedly demonstrated as
documented in the Cochran Database of Systematic Reviews, with no adverse events
reported (Allen et al. 2010, Bernoala et al. 2007, Johnston et al 2011, Hao et al 2011). Niacin
supplementation has been shown to benefit headaches and migraines via systematic review
(Prousky and Seely 2005), while another Cochran meta‐analysis noted zinc to be associated
with beneficial outcomes in relation to the common cold such as lowered incidence rates,
school absence and prescription antibiotics (Singh and Dass 2011).
In relation to more advanced disease states, restenosis after coronary angioplasty was
significantly reduced with fish oil supplementation in a meta‐analysis (Gapinski et al. 1993),
while creatine supplementation was favourable in increasing muscle strength and
inflammatory myopathies in patients with muscular dystrophy (Kley et al. 2011). A Cochrane
meta‐analysis documented significantly reduced bone loss with the administration of
vitamin D and calcium, in patients treated with corticosteroids induced osteoporosis (Homik
et al. 2010). Calcium has also been shown via Cochran meta‐analysis to significantly reduce
the development of recurrent colorectal adenoma (Weingarten et al. 2010).
Meta analyses also surround nutrition and the reduction of morbidities and overall
mortality, with polyunsaturated fatty acids documented to reduce cardiovascular disease
risk (Mozaffarian et al 2010), high dose fish oils and magnesium lowering blood pressure
(Geleijnse et al 2002, Dickson et al 2006), soy and the reduction of prostate cancer risk (Yan
et al. 2009), folic acid and the prevention of neural tube defects (De‐Regil et al. 2010) and
the provision of iron to prevent low birth weight babies (Pena‐Rosas et al. 2012). Fish oils
have been associated with significant reductions in cardiac deaths (Leon et al 2008) and
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total mortality (Marchilil et al. 2002), while vitamin D supplementation reduced total
mortality rates in any disease condition (Autier 2002).
Studies of antioxidants have had mixed reports with many of the single and combined
supplemental trials having negative results (Vivekananthan et al 2003, Eidelman et al 2004).
Despite this, large population‐based and cohort studies have consistently demonstrated
increased intakes of foods high in antioxidants leads to a reduced risk of the development of
chronic diseases (Appel et al. 1997, Knekt et al 1996, Rissanen et al. 2003, He et al. 2006,
Dauchet et al. 2006), as well as may elicit beneficial outcomes in these conditions
(Widlansky et al 2007, Taubert et al. 2007, Hooper et al. 2008, Kim et al. 2011). The
Mediterranean diet has also been shown to have significant protective effects in the
development of chronic disease risk factors over control diets (de Lorgeril et al. 1998,
Esposito et al. 2004, Serra‐Majem 2006), as well as compared to the United States National
Cholesterol Education Programme (Singh et al. 2002) and also against a traditional low‐fat/
cholesterol diet (Vincent et al. 2004). These examples highlight the likelihood of a greater
combination of antioxidants and other phytochemicals which may be eliciting the
documented beneficial effects on chronic disease, as opposed to isolated vitamin and
mineral constituents.
On the other hand antioxidants have been shown beneficial in supporting cases of toxic
treatments such as chemotherapy and methotrexate, as well as in conditions which may be
due to toxicity such as male infertility. Supplementation has been demonstrated by
systematic review to increase survival times and tumour responses, as well lower toxicities
in patients being treated with chemotherapy when compared to controls (Block et al. 2007).
The provision of glutathione has also been reported to significantly reduce neurotoxicity in
advanced colon cancer patients being treated with chemotherapy (Cascinu et al. 2002).
Folate supplementation has been shown to have a protective effect on side effects in
patients being treated with methotrexate for rheumatoid arthritis, via Cochran meta‐
analysis (Ortiz et al. 1999). Another more recent Cochran Library meta‐analysis described
significantly higher levels of pregnancies and live births in women whose partners suffer
from issues with subfertility (Showell et al. 2011).
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COST EFFECTIVENESS
For references and additional evidence see Table 1.2.3 Cost Effectiveness Studies.
Meta‐analyses investigating a nutritional treatment comparing antibiotic prescriptions and
days of absenteeism document cost effectiveness (Hao et al 2011, Sing and Dass 2011),
while calcium supplementation has been calculated to be able to be provided at one‐third of
the cost of calcium foods (Keller et al 2002). A cost utility analysis has also shown large
savings with the addition of fish oil supplementation in high risk patients in the secondary
prevention of cardiovascular disease (CHCA 2012). This is likely to be the case with any
nutritional treatments which reduce morbidity or mortality, as well as those which fare as
well as, if not better than drug treatments in a variety of disease conditions.

SAFETY AND QUALITY
For reference and additional evidence see Table 1.3.4 Safety and Quality Studies.
Nutritional treatments, when provided in recommended dosages, have been documented in
many meta‐analyses as having no adverse effects in tens of thousands of patients
comprising these studies (Kleiinen et al 1998, Mills et al. 2003, Towheed et al 2005, Bernaola
et al. 2007, Johnston et al 2011, Kley et al 2011, Pena‐Rosas et al 2012), to name a few.

SUMMARY AND CONCLUSION
Modern Nutritional medicine is based in the application of biochemistry and physiology
and, as such, has a plethora of research to support clinical efficacy, cost‐effectiveness and
safety and quality to support its practice. As mentioned in the Introduction, nutritional
medicine research has many possible confounding factors and must be evaluated in
relation to its relevance to clinical practice.
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Table 1.2.1 Clinical Efficacy Meta‐Analysis and Systematic Reviews
Note: Judgement has been exercised in reporting and not all studies are tabulated – just those considered of particular relevance.
Citation

Study numbers

Outcomes

Allen, SJ, Martinez, EG, Gregorio, GV, Dans, LF 2010,
‘Probiotics for treating acute infectious diarrhoea’,
Cochrane Database of Systematic Reviews, vol. 11

63 studies with 8014
participants

Nearly all studies reported a shortened duration of diarrhoea and reduced stool
frequency in people who received probiotics compared to the controls. Overall,
probiotics reduced the duration of diarrhoea by around 25 hours (CI 15.9 to 33.6
hours; n=4555, trials=35), the risk of diarrhoea lasting four or more days by 59% (risk
ratio 0.41; 0.32 to 0.53; n=2853, trials=29) and resulted in about one fewer
diarrhoeal stool on day 2 (mean difference 0.80; 0.45 to 1.14; n=2751, trials=20)
after the intervention.
Assessed the effects of vitamin D supplementation by RCT, taken for any condition,
on all‐cause mortality. Intake of ordinary doses of vitamin D supplements seems to
be associated with decreases in total mortality rates. Summary RR 0.92 (0.86‐0.99
95% CI)
Meta‐analysis showed that probiotics reduced the duration of persistent diarrhoea
(mean difference 4.02 days, 95% CI 4.61 to 3.43 days, n=324, 2 trials). Stool
frequency was reduced with probiotics in two trials. One trial reported a shorter
hospital stay, which was significant, but numbers were small. No adverse events
were reported.

Autier, P 2007, ‘Vitamin D supplementation and total
mortality: a meta‐analysis of randomized controlled
trials’, Arch Intern Med, vol. 167, no. 16, pp. 1730‐7.

18 studies, including
57311 participants

Bernaola Aponte, G, Bada Mancilla, CA, Carreazo
Pariasca, NY, Rojas Galarza, RA 2010, ‘Probiotics for
treating persistent diarrhoea in children’, Cochrane
Database of Systematic Reviews, vol. 11

4 trials of 464
participants

Block, K., Koch, A., Mead, M., Tothy, PK, Newman, RA,
Gyllenhaal, C, 2007, ‘Impact of antioxidant
supplementation on chemotherapeutic efficacy: A
systematic review of evidence from randomised
controlled trials’, Cancer Treatment Reviews, vol. 33, pp.
407‐418.

19 of 845 studies met
inclusion criteria

Many of the studies indicated that antioxidant supplementation resulted in either
increased survival times, increased tumour responses, or both, as well as fewer
toxicities than controls; however, adequate statistical power was only reached in
four of the studies.

De‐Regil, LM, Fernández‐Gaxiola, AC, Dowswell, T, Peña‐
Rosas, JP 2010, ‘Effects and safety of periconceptional
folate supplementation for preventing birth defects’,
Cochrane Database of Systematic Reviews, vol. 10.

5 out of 59 trials,
including 6105 women

Folic acid, alone or in combination with vitamins and minerals, prevents Neural Tube
Defects but does not have a clear effect on other birth defects. The difference
between groups was statistically significant (RR 0.32, 95% CI 0.08 to 1.34).
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Dickinson, HO, Nicolson, D, Campbell, F, Cook, JV, Beyer,
FR, Ford, GA, Mason, J 2006 ‘Magnesium
supplementation for the management of primary
hypertension in adults’, Cochrane Database of Systematic
Reviews, vol. 3

12 RTC’s including 545
participants

Combining all trials, participants receiving magnesium supplements as compared to
control did not significantly reduce SBP (mean difference: ‐1.3 mmHg, 95% CI: ‐4.0 to
1.5, I2=67%), but did statistically significantly reduce DBP (mean difference: ‐2.2
mmHg, 95% CI: ‐3.4 to ‐0.9, I2=47%). Sensitivity analyses excluding poor quality
trials yielded similar results.

Homik, J, Suarez‐Almazor, ME, Shea, B, Cranney, A,Wells,
GA, Tugwell, P 1998, ‘Calcium and vitamin D for
corticosteroid‐induced osteoporosis’, Cochrane Database
of Systematic Reviews, vol. 2.

13 studies with 15730
women

This meta‐analysis demonstrated a clinically and statistically significant prevention
of bone loss at the lumbar spine (WMD 2.6 (95% CI 0.7, 4.5) and forearm (WMD 2.5
(95%CI 0.6, 4.4) after 2 years, with vitamin D and calcium in corticosteroid treated
patients.
Because of low toxicity and cost all patients being started on corticosteroids should
receive prophylactic therapy with calcium and vitamin D.
Fish oil reduced systolic BP by 2.1 mmHg [95% confidence interval (CI): 1.0, 3.2; P <
0.01] and diastolic BP by 1.6 mmHg (95% CI: 1.0. 2.2; P < 0.01). Restricting the
analysis to double‐blind trials yielded BP reductions of 1.7 mmHg (95% CI: 0.3, 3.1)
and 1.5 mmHg (95% CI: 0.6, 2.3), respectively. BP effects tended to be larger in
populations that were older (> 45 years) and in hypertensive populations (BP >
140/90 mmHg).
Restenosis after coronary angioplasty is reduced by supplementary fish oils 13.9%
(95% confidence interval [CI], 3.2% to 24.5%), and the extent of the observed
benefit may be dependent on the dose of n‐3 Fas (r=.99, P<.03)

Geleijnse, J, Giltay, E, Grobbee, D 2002, ‘Blood pressure
response to fish oil supplementation: metaregression
analysis of randomised trials’, Journal of Hypertension,
vol. 20, pp. 1493–1499.

36 of 90 trials were
included

Gapinski, JP, VanRuiswyk, JV, Heudebert, GR 1993,
‘Preventing restenosis with fish oils following coronary
angioplasty: a meta‐analysis’ Arch Intern Med vol. 153,
pp. 1595‐1601.

7 of 11 studies were
included, total 966
participants

Hao, Q, Lu, Z, Dong, BR, Huang, CQ, Wu, T 2011,
‘Probiotics for preventing acute upper respiratory tract
infections’, Cochrane Database of Systematic Reviews,
vol. 9.

10 trials were included
with 3451 participants

Found that probiotics were better than placebo when measuring the
number of participants experiencing episodes of acute upper respiratory
tract infections (URTI): at least one episode: odds ratio (OR) 0.58; 95%
confidence interval (CI) 0.36 to 0.92; at least three episodes: OR 0.53; 95%
CI 0.36 to 0.80; rate ratio of episodes of acute URTI: rate ratio 0.88; 95% CI
0.81 to 0.96; Probiotics and placebo were similar when measuring the mean
duration (MD) of an episode of acute URTI: MD ‐0.29; 95% CI ‐3.71 to 3.13
and adverse events: OR 0.92; 95% CI 0.37 to 2.28

Johnston, BC, Goldenberg, JZ, Vandvik, PO, Sun, X, Guyatt,
GH 2011, ‘Probiotics for the prevention of pediatric
antibiotic‐associated diarrhea’, Cochrane Database of
Systematic Reviews, vol. 11.

16 trials met inclusion
with 3432 participant

For the high dose studies the incidence of AAD in the probiotic group was 8%
compared to 22% in the control group (1474 participants; RR 0.40; 95% CI 0.29 to
0.55)
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Jull, AB, Rodgers, A, Walker, N 2008, ‘Honey as a topical
treatment for wounds’, Cochrane Database of Systematic
Reviews, vol. 4.

19 trials were included,
with 2554 participants.

Topical honey application versus conventional dressings in partial thickness burns
(WMD ‐4.68 days, 95% CI ‐4.28 to ‐5.09 days)

Kim, A, Chiu, A, Barone, MK, Avino, D, Wang, F, Coleman,
CI, Phung, OJ 2011, ‘Green tea catechins decrease total
and low‐density lipoprotein cholesterol: a systematic
review and meta‐analysis’, J Am Diet Assoc, vol. 111, no.
11, pp. 1720‐9

20 of 30 studies met
inclusion criteria

The consumption of Green Tea Catechins is associated with a statistically significant
reduction (mg/dL) in total (‐5.46, 95% CI ‐9.59 to ‐1.32) and LDL cholesterol (‐5.30,
95% CI ‐9.99 to ‐0.62) levels; however, there was no significant effect on HDL
cholesterol or triglyceride levels.

Kley, RA, Tarnopolsky, MA, Vorgerd, M 2011, ‘Creatine for
treating muscle disorders’, Cochrane Database of
Systematic Reviews, vol. 2.

14 trials including 364
participants

Leon, H, Shibata, MC, Sivakumaran, S, Dorgan, M,
Chatterley, T, Tsuyuki, RT 2008, ‘Effect of fish oil on
arrhythmias and mortality: systematic review’ BMJ, vol.
337, pp. 1‐8.
Mozaffarianm, D, Micha, R, Wallace, S 2010, ‘Effects on
Coronary Heart Disease of Increasing Polyunsaturated Fat
in Place of Saturated Fat: A Systematic Review and Meta‐
Analysis of Randomized Controlled Trials’, PLoS Med vol.
7, no. 3.

12 of 30 studies met
inclusion criteria, total
32 779 participants

Meta‐analysis showed an increase in muscle strength in muscular dystrophies
(WMD) with creatine supplementation, of 8.47% (95% CI 3.55 to 13.38) but not in
metabolic myopathies. Activities of daily living were improved in muscular
dystrophies (mean difference of changes between groups: time to climb 4 stairs ‐3.4
s (95%CI ‐6.18 to ‐0.56), time to walk 10metres ‐1.0 s (95% CI ‐1.60 to ‐0.34)) and
inflammatory myopathies (mean difference of ‐8.4% (95% CI ‐15.40 to ‐1.49;
intention to treat analysis). Significant adverse events occurred only in people with
glycogen storage disease type V presenting as an increase in muscle pain episodes
and impairment in activities of daily living.
Fish oil supplementation associated with a significant reduction in deaths from
cardiac causes (OR 0.80, 069‐0.92) but had no effect on arrhythmias or all‐cause
mortality.

Ortiz, Z, Shea, B, Suarez‐Almazor, ME, Moher D, Wells,
GA, Tugwell, P 1999, ‘Folic acid and folinic acid for
reducing side effects in patients receiving methotrexate
for rheumatoid arthritis’, Cochrane Database of
Systematic Reviews, vol. 4
Peña‐Rosas, JP, De‐Regil, LM, Dowswell, T, Viteri, FE 2012,
‘Daily oral iron supplementation during pregnancy’,
Cochrane Database of Systematic Reviews, vol. 12.

8 of 54 studies met
inclusion, with 13 614
participants

7 of 12 trials met
inclusion criteria, total
of 307 patients

43 trials were included
with 27 402 women

Average weighted PUFA consumption was 14.9% energy (range 8.0%–20.7%) in
intervention groups versus 5.0% energy (range 4.0%–6.4%) in controls. The overall
pooled risk reduction for CHD was 19% (RR = 0.81, 95% confidence interval [CI]
0.70–0.95, p = 0.008), corresponding to 10% reduced CHD risk (RR = 0.90, 95% CI =
0.83–0.97). Meta‐regression identified study duration as an independent
determinant of risk reduction (p = 0.017).
The results support the protective effect of folate supplementation in reducing MTX
side effects related to the oral and GI systems. A 79% reduction in mucosal and GI
side effects was observed for folic acid [OR = 0.21 (95% CI 0.10 to 0.44)].

Prenatal supplementation with daily iron are effective to reduce the risk of low
birthweight (average risk ratio (RR) 0.81; 95% confidence interval (CI) 0.68 to 0.97),
and to prevent maternal anaemia and iron deficiency in pregnancy. Associated
maternal side effects and particularly high Hb concentrations during pregnancy at
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currently used doses suggest the need to update recommendations on doses and
regimens for routine iron supplementation
Prousky, J, Seely, D, 2005, ‘The treatment of migraines
and tension‐type headaches with intravenous and oral
niacin: systematic review of the literature’, Nutrition
Journal, vol. 4, no. 3.

9 of 14 studies met
inclusion criteria, total
of 230 participants

171 of 230 patients receiving either IV or oral niacin supplementation experienced
relief from headaches or migraines.

Serra‐Majem, L, Roman, B, Ramón Estruch, R. 2006.
‘Scientific Evidence of Interventions Using the
Mediterranean Diet: A Systematic Review, Nutrition
Reviews. Vol. 64, No. 2

35 studies

The Mediterranean diet showed favorable effects on lipoprotein levels,
endothelium vasodilatation, insulin resistance, metabolic syndrome,
antioxidant capacity, myocardial and cardiovascular mortality, and cancer
incidence in obese patients and in those with previous myocardial
infarction.

Showell, M, Brown, J, Yazdani, A 20101, ‘Antioxidants for
male subfertility’. The Cochrane Database of Systematic
Reviews, vol. 1

34 trials with 2876
couples

Singh, M, Das, RR, 2011, ‘Zinc for the common cold’,
Cochrane Database of Systematic Reviews, vol. 2.

13 therapeutic trials
(966 participants) and
two preventive trials
(394 participants)

Overall there was a statistically significant difference in favour of
the antioxidant treated group compared with the control group
for live birth (pooled OR 4.85, 95%CI 1.92 to 12.24; P = 0.0008,
I2 = 0%)
There was a statistically significant difference (pooled OR 4.18,
95% CI 2.65 to 6.59; P < 0.00001, I2 = 0%) in the number of pregnancies between the
antioxidant and control groups in favour of the antioxidant group.
Intake of zinc is associated with a significant reduction in the duration (standardised
mean difference (SMD) ‐0.97; 95% confidence interval (CI) ‐1.56 to ‐0.38) (P = 0.001),
and severity of common cold symptoms (SMD ‐0.39; 95% CI ‐0.77 to ‐0.02) (P =
0.04). There was a significant difference between the zinc and control group for the
proportion of participants symptomatic after seven days of treatment (OR 0.45; 95%
CI 0.2 to 1.00) (P = 0.05). The incidence rate ratio (IRR) of developing a cold (IRR
0.64; 95% CI 0.47 to 0.88) (P = 0.006), school absence (P = 0.0003) and prescription
of antibiotics (P < 0.00001) was lower in the zinc group.

Thomas, D, Elliott, EJ, Baur, L 2007, ‘Low glycaemic index
or low glycaemic load diets for overweight and obesity’,
CochraneDatabase of Systematic Reviews, vo. 3.

6 RCTs with 202
participants

The decrease in body mass (WMD ‐1.1 kg, 95% confidence interval (CI) ‐2.0 to ‐0.2, P
< 0.05) (n = 163), total fat mass (WMD ‐1.1 kg, 95% CI ‐1.9 to ‐0.4, P < 0.05) (n =147)
and body mass index (WMD ‐1.3, 95% CI ‐2.0 to ‐0.5, P < 0.05) (n = 48) was
significantly greater in participants receiving LGI compared to C diets. The decrease
in total cholesterol was significantly greater with Low Glycaemic Index compared to
Control diets (WMD ‐0.22 mmol/L, 95% CI ‐0.43 to ‐0.02, P < 0.05), as was the
change in LDL‐cholesterol (WMD ‐0.24 mmol/L, 95% CI ‐0.44 to ‐0.05, P < 0.05).
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Weingarten, M, Trestioreanu, A, Yaphe, J 2010, ‘Dietary
calcium supplementation for preventing colorectal cancer
and adenomatous polyps’, The Cochrane Library, vol. 9.

2 of 6 studies with 1346
subjects were included

For the development of recurrent colorectal adenoma, a reduction was found (OR
0.74, CI 0.58 ‐ 0.95) when the results from both trials were combined. The doses of
supplementary elemental calcium used were 1200 mg daily for a mean duration of 4
years, and 2000 mg/day for three years.

Yan, L, Spitznagel, E, 2009 ‘Soy consumption and prostate
cancer risk in men: A revisit of a meta‐analysis’, American
Journal of Clinical Nutrition, vol. 89, no. 4, pp. 1155‐1163.

14 of 30 studies
selected for meta‐
analysis

The results of the analysis using the random‐effects model (6) yielded a combined
relative risk and odds ratio of 0.74 (95% CI: 0.63, 0.89; P ¼ 0.01), suggesting that
consumption of soy foods is associated with a reduction in prostate cancer risk in
men.
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Table 1.2.2 Clinical Efficacy Randomised Controlled Trials
Source

Participants

Treatment

Cascinu, S, Catalano, V, Cordella, L, 2002,
‘Neuroprotective effect of reduced
glutathione on oxaliplatin‐based
chemotherapy in advanced colorectal
cancer: a randomized, doubleblind,
placebo‐controlled trial’, J Clin Oncol, vol.
20, pp. 3478–83.
Colquhoun et al 2008

52 patients with
advanced colon cancer

1500mg/m2 Glutathione
as IV infusion

30% versus 100% in GSH versus control groups experienced
grade 2‐4 neurotoxicity (P = .004); incidence and severity of other
toxicities were similar between the groups

40 male Myocardial
Infarction patients

Supervised exercise
training, lifestyle and
dietary
recommendation
and instructed to
consume a product
or placebo.

Total plasma and LDL cholesterol, apolipoprotein B and
high‐sensitivity C‐reactive protein concentrations decrease in the
supplemented group (P < 0.05) compared to controls, after
consumption of a 500 mL/day of a fortified dairy product
containing EPA, DHA, oleic acid, folic acid and vitamins A, B‐6, D
and E in addition to their regular diet. Controls consumed 500
mL/day of semi‐skimmed milk with added vitamins A and D

de Lorgeril, M, Salen, P, Martin, JL 1998,
‘Mediterranean dietary pattern in a
randomized trial: prolonged survival and
possible reduced cancer rate’, Arch
Intern Med, vol. 158, pp. 1181–1187.

605 subjects surviving
myocardial infarction

Mediterranean
versus control diet
over four years

Lowered risk in MD compared with control subjects: 61% (p _0.05) for
cancers and 56% (p _ 0.01) for the combination of deaths and cancer. The
MD group showed greater levels of vitamin C and E (p _0.05) and omega‐3
fatty acids (p _ 0.001), and lower levels of omega‐6 fatty acids measured 2
months after randomisation

Gokhale, LB 1996, ‘Curative treatment of
primary (spasmodic) dysmenorrhoea’,
Indian Journal of Medical Research, vol.
103, pp. 227–31.

556 women with
dysmenorrhea

Oral administration of
vitamin B1 or placebo
over 2 months

showed a strong significant difference between vitamin B1 and placebo
for pain relief with none of the women taking placebo experiencing
complete pain relief (Peto OR 14.74, 95% CI 10.07, 21.58)

Esposito, K, Marfella, R, Ciotola, M, 2004,
‘Effect of a Mediterranean‐style diet on
endothelial dysfunction and markers of
vascular inflammation in the metabolic
syndrome: a randomized trial’, JAMA,
vol. 292, pp. 1440–1446.

180 subjects with
metabolic syndrome
with 2 year follow up

Mediterranean versus
prudent diet

Decreases in serum concentrations of high sensitivity‐C‐reactive protein (p
_ 0.01), interleukin 6 (p _ 0.04), interleukin 7 (p _ 0.4) and interleukin 18
(p _ 0.3), 2 insulin resistance (p _0.001). Improved endothelial function
score (mean _ SD) change, _1.9 (0.6) p _ 0.001). At 2 years follow up 40
subjects in intervention group still had features of the metabolic
syndrome vs. 78 of the control group.
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1.2 Nutritional Medicine Evidence Tables

Marchioli, R, Barzi, R, Bomba, E 2002,
‘Early protection against sudden death by
n‐3 polyunsaturated fatty acids after
myocardial infarction: time‐course
analysis of the results of the Gruppo
Italiano per lo Studio della Sopravvivenza
nell'Infarto Miocardico’, Prevenzione, vol.
105, no. 16, pp. 1897‐903

11 323 Myocardial
Infarction patients with
3.5y follow up

n‐3 PUFAs 1g/day,
vitamin E, 300
mg/day and a
combination

Early effect of low dose PUFAs on total mortality and sudden death
support the hypothesis of an antiarrhythmic effect.
Total mortality was significantly lower at 3 months (RR=0.59, 0.36‐
0.97). Reduction of sudden death was specifically relevant at 4
months (RR=0.47, 0.219‐0.995)

Singh, RB, Dubnov, G, Niaz, MA, 2002,
‘Effect of an Indo‐Mediterranean diet on
progression of coronary artery disease in
high risk patients (Indo‐Mediterranean
diet Heart Study): a randomized single‐
blind trial’, Lancet, vol. 360, pp. 1455–
1461.

1000 subjects with
major risk factors of
CVD or previous heart
attacks

Mediterranean versus
national cholesterol
education programme
over 2 years

adjusted rate ratios: non‐fatal MI: 0.47 (0.28–0.79), fatal MI: 0.67 (0.31–
1.42), sudden cardiac death: 0.33 (0.13–0.86) total cardiac end points:
0.48 (0.33–0.71)

Vincent, S, Gerber, M, Bernard, MC 2004,
‘The Medi‐RIVAGE study (Mediterranean
diet, cardiovascularrisks and gene
polymorphisms): rationale,
recruitment,design, dietary intervention
and baseline characteristics of
participants’, Public Health Nutr, vol. 7,
pp. 531–542.

212 participants with at
least 1 CVD risk factor

Mediterranean versus
traditional low‐fat/
cholesterol diet

BMI: _5.2% (vs. _4.2%); TC: _7.4% (vs. _4.4%); LDLC: _9.9% (vs.
_5.4%); plasma TG: _13.0% (vs. _7.9%); plasma glucose: _3.0%
(vs. _3.5%); plasma insulin: _21.3% (vs._17.5%) (p _ 0.05 for all)
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Table 1.2.3 Cost Effectiveness Studies
Source

Participants/ Setting

Study Design

Outcomes

CHCA Complementary Healthcare
Council of Australia. 2012. Fish oils for
the secondary prevention of coronary
heart disease. Deloitte Access
Economics Report.

Based on prevalence
rates and associated
costs in patients with
CHD

Cost utility analysis

With an ICER of $2,041 per DALY averted, the cost effectiveness analysis
shows that fish oils are cost effective in the secondary prevention of CHD
relative to the WHO benchmark

Hao, Q, Lu, Z, Dong, BR, Huang, CQ,
Wu, T 2011, ‘Probiotics for preventing
acute upper respiratory tract
infections’, Cochrane Database of
Systematic Reviews, vol. 9.

Based on the results of
3 studies including 1104
participants

Meta‐analysis
investigating
antibiotic
prescriptions in
URTI’s

The number of participants using antibiotics and the acute upper
respiratory infections requiring antibiotic prescriptions were
statistically significantly lower in the probiotics treatment group than
in the placebo group. OR 0.67; 95% CI 0.45 to 0.98.

Keller, J, Lanou, A, Barnard, N 2002,
‘The consumer cost of calcium from
food and supplements’, Journal of the
American Dietetic Association, vol.
102, no. 11, pp. 1669‐1671.

Based on retail prices in
cities of the USA

Cost of absorbable
calcium from foods and
supplements

Calcium carbonate supplements emerged as the least expensive
source of calcium, at roughly one‐third the cost of the least expensive
food sources of calcium.

Pimentel, D, Pimentel, M 2003,
‘Sustainability of meat‐based and
plant‐based diets and the
environment’, American Journal of
Clinical Nutrition, vol. 78, no. 3, pp.
S660‐S663

Based on the use of
land and energy
resources and the
average American diet

Cost benefit analysis
comparing
sustainability of meat‐
based and lacto‐ovo‐
vegetarian diets

The meat‐based food system requires more energy, land, and water
resources than the lacto‐ovo‐vegetarian diet.

Singh, M, Das, RR 2011, ‘Zinc for the
common cold. Cochrane Database of
Systematic Reviews’, vol. 2.

Based on results of 2
studies including 394
participants

Meta‐analysis
investigating antibiotic
prescriptions with the
common cold

Intake of zinc is associated with a significant reduction, school absence (P =
0.0003) and prescription of antibiotics (P < 0.00001).
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Table 1.2.4 Quality and Safety Studies
Source

Study Design

Outcomes

Bernaola Aponte, G, BadaMancilla, CA, Carreazo
Pariasca, NY, Rojas Galarza, RA 2010, ‘Probiotics for
treating persistent diarrhoea in children’, Cochrane
Database of Systematic Reviews, vol. 11

Meta‐analysis

None of the 4 adult trials of 464 participants reported any adverse events.

Johnston, BC, Goldenberg, JZ,Vandvik, PO, Sun, X
,Guyatt, GH, ‘Probiotics for the prevention of
pediatric antibiotic‐associated diarrhea’, Cochrane
Database of Systematic Reviews, vol. 11.

Meta‐analysis

None of the 11 paediatric probiotic trials (n = 1583) that reported on adverse
events documented any serious adverse events. Meta‐analysis excluded all
but an extremely small non‐significant difference in adverse events between
treatment and control (RD 0.00; 95% CI ‐0.01 to 0.02).

Kleijnen, J, Mackerras, D 1998 ‘Vitamin E for
intermittent claudication’, Cochrane Database of
Systematic Reviews, vol. 1.

Meta‐Analysis

5 trials of 265 participants reported no serious adverse effects of vitamin E in the
patients with intermittent claudication.

Kley, RA, Tarnopolsky, MA, Vorgerd, M 2011,
‘Creatine for treating muscle disorders’, Cochrane
Database of Systematic Reviews, vol. 2.

Meta‐analysis

Mills, E, Prousky, J, Raskin, G, Gagnier, J, Rachlis, B,
Montori, VM, Juurlink, D 2003, ‘The safety of over‐
the‐counter niacin. A randomized placebo‐
controlled trial’, BMC Clin Pharmacol, vol. 13, no. 3,
p. 4.
Peña‐Rosas, JP, De‐Regil, LM, Dowswell, T, Viteri, FE
2012, ‘Daily oral iron supplementation during
pregnancy’, Cochrane Database of Systematic
Reviews, vol. 12.

RCT

Meta‐analysis on the efficacy and safety of creatine supplementation demonstrated
no significant adverse events in patients with muscle disorders, aside from people
with glycogen storage disease type V presenting as an increase in muscle pain
episodes and impairment in activities of daily living.
Clinicians counselling patients about niacin should alert patients not only about
flushing but also about gastrointestinal symptoms, the most severe in this study.
They should not trust that patients would receive information about these side
effects or their prevention (with aspirin) from the OTC packet insert.

Towheed, T, Maxwell, L, Anastassiades, TP, Shea, B,
Houpt, JB, Welch, V, Hochberg, MC, Wells, GA
2005, ‘Glucosamine therapy for treating
osteoarthritis’, Cochrane Database of Systematic
Reviews, vol. 2.

Meta‐analysis

Data from 11 trials involving 4418 women suggest that women
who receive daily oral iron supplementation are more likely to
report side effects of any kind than women taking placebo or
not taking any iron as part of supplements (25.3% versus 9.91%
reporting side effects; average RR 2.36; 95% CI 0.96 to 5.82).

Meta‐Analysis

Glucosamine was as safe as placebo in terms of the number of participants
reporting adverse reactions (relative risk ratio 0.99; 95% CI 0.91 to 1.07).
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RESPONSE TO A REQUEST OF EVIDENCE IN CLINICAL EFFICACY, COST EFFECTIVENESS AND SAFETY AND QUALITY
OF WESTERN HERBAL MEDICINE BY THE C HIEF MEDICAL OFFICER OF A USTRALIA.

AUTHORS: JUSTIN SINCLAIR, SEROYA CROUCH, REBECCA SHAW, NIIKEE SCHOENDORFER,

INTRODUCTION
Definition: Herbal medicine in the Western tradition is both a modality of naturopathy as
well as an independent modality, with training in Australia being offered as high as the
Bachelor of Health Science and Master of Science levels.
Historical Context: The use, development and progression of the knowledge of medicinal
plants is intrinsically inter‐connected with human evolution worldwide (Sinclair & Hechtman
2012). Herbal knowledge began with our early Paleolithic hominid ancestors (Leroi‐Gourhan
1975; Lietava, 1992), and has slowly unfolded over the millennia to become more
encompassing and systematic. This evolving knowledge base was built on the foundations of
observation, experience and experimentation, and represents what is now called traditional
knowledge (Sinclair & Hechtman 2012). Out of this traditional knowledge sprung many of
the plant based sciences, such as pharmacology, botany and pharmacognosy, and it is
herbal medicines’ affinity for being able to fit into the pharmacological model that is
conducive to showing positive and unbiased efficacy and safety.
Western herbal medicine became systematised in ancient Greece and Egypt and was
preserved and developed across Europe through two millennia. It was combined with North
American First People’s herbal medicine when European herbalists came to North America
during the colonial period and learned medicinal plants (such as Echinacea) from the
indigenous population. It is this knowledge base, along with British herbal medicine that was
imported to and took root in Australia.
Issues in herbal medicine research: Although approximately 70% of current
pharmacological medications are derived from herbal medicines, there is a relative paucity
of good quality research on herbal medicine in comparison to that available for drugs. The
difference is driven by legal and economic factors that favour research on products that can
be patented and sold at a premium to recoup development costs. Herbal products are
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public domain and relatively inexpensive, therefore requiring public funding to support
research. Such funding has to date been insufficient.
Whilst hundreds of randomised controlled trials exist in the literature for the efficacy of
herbal medicines, many can be of poor methodology or outcome due to confounding
factors related to study design. Researchers of herbal medicines are usually not actually
practitioners themselves (nor do they consult any in trial development) or knowledgeable
regarding the medicinal use of herbs. They therefore misjudge factors such as duration of
effect, dosage, and appropriate dosage forms for the administration of certain herbs in
disease, and negative results may be confounded.
For the reasons cited above, this review has focussed on studies of good design, dosage and
dosage form that make sense to trained herbal practitioners.

CLINICAL EFFICACY
Herbal medicine has now accrued a significant wealth of high quality scientific studies to
support its use in numerous acute and chronic physiological conditions of the human body.
The following sub‐headings will focus upon those studies within the tables and findings
being provided at the end of each section in Appendices.

Meta‐analysis
For references and additional evidence see Table 1.3.1 Clinical Efficacy Meta‐analyses and
Systematic Reviews
Summary of Evidence:
Whilst not an exhaustive list, 27 meta‐analyses have been included as direct evidence of
clinical efficacy (See Appendix 3.1) and represent robust and high quality studies.
Acute illnesses such as upper respiratory tract infections (URTIs) and the common cold are a
significant health burden to the Australian economy every year. Coon et al (2004) has shown
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evidence that Andrographis panniculata is superior to placebo in a systematic review for
alleviating the symptoms of URTIs. Furthermore, when combined with Acanthopanax
senticosus, Andrographis panniculata was more effective than placebo in treating patients
with symptoms of URTI in a systematic review by Poolsup and colleagues (2004).
Shah et al (2007) reviewed 14 of 23 research articles based on the use of Echinacea for the
common cold and showed clearly that the use of this herb decreased the incidence of the
common cold as well as its duration of effect. This has also been confirmed in a Cochrane
review by Linde and colleagues (2009) where it was found that Echinacea purpurea may be
effective for the early treatment of colds in adults.
According to Mathers et al (2001), risk factors such as hypertension and high blood
cholesterol are responsible for much of the overall disease burden in Australia. Herbal
medicines show excellent outcomes from a preventative health perspective for these
conditions that could have important implications to future health budgets and more
importantly, mortality and morbidity statistics. Garlic (Allium sativum) has been shown in a
meta‐analysis by Reid et al (2008) to reduce both systolic and diastolic blood pressures to
statistical significance when compared to placebo. Additionally, in a Cochrane review by
Wider et al (2009), it was shown that Artichoke leaf extract (Cynara scolymus) reduced total
cholesterol levels in participants by 18.5% compared to placebo with high statistical
significance (p<0.00001). A similar study by Hasani‐Ranjbar et al (2010) shows similar
decreases in total cholesterol and LDL levels for a patent formulation.
The diseases for which hypercholesterolemia and hypertension are risk factors for include
chronic heart failure, renal disease and chronic venous insufficiency. Evidence exists for the
use of Hawthorn extract in improving maximal workload and exercise tolerance in patients
with chronic heart failure (Gou et al 2008). This was also confirmed in a review by Pittler
(2003) that showed similar results. A study by Wu and associates (2009) has also indicated
an herbal extract as being able to half the mortality rate of patients with acute myocardial
infarction in contrast to standard care alone.
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Chronic heart problems can often lead to renal disease, and recent evidence suggests the
use of Astragalus as an injection can reduce proteinurea and improve renal function in a
review including 1804 patients (Mingxin et al 2010).
Horse Chestnut seed extract has been shown to be of benefit in patients with chronic
venous insufficiency. The trial suggested an improvement in symptoms of leg pain in
contrast to placebo in a review of 17 trials that met inclusion criteria (Pittler et al 2012).
The impact of mental illness within the Australian population has become increasingly
apparent. The 2007 National Survey of Mental Health and Wellbeing conducted by the
Australian Bureau of Statistics found that an estimated 3.2 million Australians (20% of the
population aged between 16 and 85) have a mental disorder in the twelve months prior to
the survey. Furthermore, it has been estimated that by the year 2020, depression and
mental illnesses will be the second leading cause of disability throughout the world, second
only to ischaemic heart disease (Murray et al 1996).
With these statistics in mind, excellent evidence exists for the use of herbal medicines in
depression and anxiety. Linde et al (2008). Sarris et al (2011), Pittler et al(2010) and Rahimi
et al (2009) have all shown positive benefits from the use of herbal medicines in depression
and anxiety, in many cases being as efficacious as standard orthodox medical drugs, but
with fewer side effects. Insomnia is often a comorbid condition with anxiety and depression,
and evidence exists for the use of Valerian to improve sleep quality without producing side
effects (Bent 2006).
Other quality evidence from systematic reviews includes the use of herbal medicine in
Diabetes (Suksomboon et al 2011), Benign prostatic hyperplasia (BPH) (Wilt & Ishani 2010),
Cancer (Fleischauer et al 2000; Jin 2012), arthritis (Little et al 2009; Gagnier et al 2004),
intermittent claudication (Pittler et al 2000) and nausea (Ernst et al 2000).
From this summary it can be seen that quality reviews and data on the use of herbal
medicines for numerous physiological conditions exist, despite the paucity of funding
channels for CAM research.
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Randomised Control Trials
For references and additional evidence see Table 1.3.2 Clinical Efficacy Randomised Control
Trials
Summary of Evidence:
In this section, 20 high quality randomised controlled trials (RCTs) have been provided to
give evidence across a range of diseases and conditions. As has been previously mentioned,
this list is by no means exhaustive.
A great deal of high quality evidence exists for the use of herbal medicines such as
Hypericum perforatum (St John’s Wort) for depression (Kasper et al 2008; Mannel et al
2010; Uebelhak et al 2004), however, further evidence suggests that this herb is as effective
as standard medical treatment in the form of paroxetine (Szegedi et al 2005; Anghelescu et
al 2006), and with fewer side effects. Hypericum extract has also been shown to be as
effective as fluoxetine, however, with higher remission rates (SJW 38% vs 30%Fluoxetine)
(Fava et al 2005). Citalopram has also been studied against this herb with Hypericum extract
again being shown to be as effective as the pharmaceutical in allaying depressive symptoms
(Gastpar et al 2006). Such evidence would suggest that this herb is deserving of a place in
the treatment of this growing health condition in the Australian healthcare system.
Arthritis is another cause of high morbidity rates in Australia. Herbal medicines such as
Harpagophytum procumbens (Devil’s Claw) have excellent scientific evidence to validate the
use of this herb. Chantre and colleagues (2000) found that Devil’s claw demonstrated
significant improvement in spontaneous pain, with patients in the herbal group also
requiring less analgesic medication. Chrubasik (2003) showed similar results with a 50%
reduction in pain scores between the 1st and 6th week of treatment. Frerick et al (2000),
Gobel et al (2001) and Wegener et al (2003) have also provided encouraging results to
advocate the use of this herb in arthritis.
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Improvements in cognitive function have been shown for Bacopa monnieri in reducing word
recall delay and increasing task reaction times (Calabrese et al 2008). Another nootropic
herb, Ginkgo biloba, has shown promise in both cognitively intact older adults ( Mix et al
2002) and in those with dementia (Herrschaft et al 2012; Mazza et al 2006). The latter study
by Mazza (2006) and colleagues also confirmed that Ginkgo was comparable with donepezil
in the treatment of dementia.
The symptoms of menopause are varied but can be quite severe in certain individuals. A RCT
(Uebelhack et al 2006) has shown a fixed combination of Black Cohosh and St John’s Wort
was superior to placebo in both Menopause rating scale and the Hamilton depression scale
(HAM‐D). This treatment has the potential to safely manage women without the risk of
more dangerous hormone replacement therapy, albeit may not be useful for all patients
due to potential interactions with other medications the patient may be on. This latter point
further highlights the need for experienced and highly trained, qualified professionals to be
involved in the decision making process for the suitability of herbal medicines for particular
conditions in a clinical setting.

COST‐EFFECTIVENESS
For references and additional evidence see Table 1.3.3 Cost Effectiveness Studies
Summary of Evidence:
Few cost‐effectiveness studies have been undertaken on herbal medicines as these are
generally undertaken by governments rather than private enterprise, and this area has yet
to attract significant attention. However, one study on cost‐effectiveness of St John’s Wort
in treatment of mild to moderate depression published by the National Institute for
Complementary Medicine (Access Economics, 2010) showed exceptional results that
suggest more of these studies should be undertaken.
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In this study, it was found that in 2009 there were 339,752 Australians treated for mild to
moderate depression. St John’s Wort could be substituted for standard antidepressant
therapies at no loss of outcomes with a cost savings per person of 0.40 per day, or $146.00
per annum. Annual cost‐savings x 339,752 would result in a saving of AU$50,000,000.00
could be achieved per annum from switching to St John’s Wort over standard anti‐
depressant (SSRI etc.) therapies. Additionally, 49 Disability Adjusted Life Years (DALYs) per
annum would be saved, these include life lost due to premature mortality, as well as
productive life lost due to disability.
Such cost and productivity savings suggest that herbal medicine may be a rich field in which
to conduct other such studies.

SAFETY AND QUALITY
For references and additional evidence see Table 1.3.4 Safety and Quality Studies
Summary of Evidence:
The safety and quality of herbal medicines is two‐fold in nature. The clinical evidence
provided thus far in this review has shown numerous examples of scientific studies showing
not only efficacy, but evidence of safety also. Notwithstanding this, herbal medicines also
exist outside the scientific arena and in such a place the requirement for qualified, well‐
trained practitioners is paramount to ensure the quality of the herbal medicines being
dispensed and its flow on to the safety of the patient/consumer.
Studies such as those by Trautmann‐Sponsel & Dienel (2004) have shown that herbs such as
St John’s Wort have a low side effect profile, largely being devoid of adverse effects such as
GIT disturbance, sexual dysfunction and anticholinergic reactions which are in stark contrast
to tricyclic antidepressants and selective serotonin reuptake inhibitors for the treatment of
depression. Conversely, Huntley et al (2003) identified 117 adverse events associated with
Black Cohosh use which is largely used for symptomatic relief of menopause. Whilst being of
a rare or mild nature, it does highlight the importance that herbal medicines can be
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aggravating or potentially dangerous if not taken correctly or dispensed by someone
unqualified to do so.
Herb – Drug interactions are an increasingly clinically relevant event that can detrimentally
impact on patients’ lives. Ulbricht et al (2008) conducted a systematic review showing how
over 80 herbs or botanical based medicines had identified clinically significant interactions.
Findings from this paper also support the use of qualified practitioners and that they be
consulted before such herbal medicines are dispensed.
In practise, safety also depends on the availability of highly trained and qualified
practitioners (naturopaths and herbalists) to select the appropriate prescription ad dosage
of herbal medicines for particular patients.

SUMMARY AND CONCLUSION
Quality herbal research shows clinical efficacy, cost‐effectiveness and quality and safety in
herbal medicines, and this highlights the need for more such research especially in the area
of cost‐effectiveness. Herbal medicine has the potential to provide an even greater
contribution to the health of Australians as well as to the government in terms of conserving
financial resources spent on health.
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Table 1.3.1 Clinical Efficacy Meta‐Analyses and Systematic Reviews
Citation

Study numbers

Outcomes

Coon JT, & Ernst E 2004, ‘Andrographis
paniculata in the treatment of upper
respiratory tract infections: a systematic
review of safety and efficacy’, Planta
medica, vol. 70, no. 4, pp. 293–8.

Systematic review of 7 RCTs
including 896 participants.

Andrographic paniculata is superior to placebo in alleviating the subjective
symptoms of uncomplicated upper respiratory tract infection.

Rahimi R, Nikfar S, Abdollahi M 2009,
‘Efficacy and tolerability of Hypericum
perforatum in major depressive disorder
in comparison with selective serotonin
reuptake inhibitors: A meta‐analysis’,
Progress in Neuro‐Psychopharmacology &
Biological Psychiatry, vol. 33 pp. 118–127.
Shah SA, Sander S, White CM, Rinaldi M,
Coleman CI 2007, ‘Evaluation of
Echinacea for the prevention and
treatment of the common cold: a meta‐
analysis’, Lancet Infectious Diseases, vol. 7
pp. 473‐80.
Bent S, Padula A, Moore D, Patterson M,
Mehling W 2006, ‘Valerian for sleep: a
systematic review and meta‐analysis’, Am
J Med, vol. 119, no. 12, pp. 1005‐12.

11 trials selected comparing
efficacy of Hypericum and
SSRIs for major depressive
disorder.

Efficacy of Hypericum compared with SSRIs based on 11 trials had
Relative Risk (RR) of 0.99 (95% CI 0.91‐1.08) (p=0.83).
Hypericum does not differ from SSRIs according to efficacy and adverse events in
major depressive disorder.

14 of 23 articles were
included.

Published evidence supports Echinacea’s benefit t in decreasing the incidence (Odds
Ratio (95% CI) = 0.42 (0.25 to 0.71)) and duration of the common cold ( Weighted
Mean Difference (95% CI) = –1.44 (–2.24 to –0.64).

16 eligible studies examining
a total of 1093 patients.

A dichotomous outcome of sleep quality (improved or not) was reported by 6
studies and showed a statistically significant benefit (relative risk of improved sleep
= 1.8, 95% confidence interval, 1.2‐2.9), but there was evidence of publication bias
in this summary measure. The available evidence suggests that Valerian might
improve sleep quality without producing side effects.
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Ernst E, P. M 2000, ‘Efficacy of ginger for
nausea and vomiting: a systematic review
of randomized clinical trials’, British
journal of anaesthesia, vol. 84, no.3, 367–
71.
Gagnier JJ, Chrubasik S, Manheimer E
2004, ‘Harpgophytum procumbens for
osteoarthritis and low back pain: A
systematic review’, BMC Complement
Altern Med, vol. 4, no. 13.
Geng J, Dong J, Ni H, Lee MS, Wu T, Jiang
K, Wang G, Zhou AL, Malouf R 2010,
‘Ginseng for cognition’, Cochrane
Database of Systematic Reviews.
Guo R, Pittler MH, Ernst E 2008,
‘Hawthorn extract for treating chronic
heart failure’, Cochrane Database of
Systematic Reviews Issue 1.

Hasani‐Ranjbar S, Nayebi N, Moradi
L, Mehri A, Larijani B, Abdollahi, M 2010,
‘The Efficacy and Safety of Herbal
Medicines Used in the Treatment of
Hyperlipidemia, A Systematic Review’,
Current Pharmaceutical Design. vol. 16,
no. 26, pp. 2935‐47.

Systematic review of 6 RCTs.

1 g of Ginger powder per day alleviates nausea of diffuse causes. Ginger is a
promising anti‐emetic herbal remedy, however clinical data is insufficient do draw
firm conclusions. Further rigorous studies are required to establish ginger as an
effective treatment for nausea and vomiting.

12 randomised trials selected,
8 placebo controlled, 2 with
comparison to standard
pharmaceutical treatments;
trials involved various
preparations of the herb.
5 of 9 RCTs included.

Strong evidence for aqueous Harpagophytum procumbens extract at dose of 50mg
harpagoside in treatment of acute exacerbations of chronic non‐specific low back
pain (NSLBP). Moderate evidence for use of powdered preparation for treatment of
osteoarthritis of spine, hip and knee. Aqueous extract at 60mg harpagoside not
inferior to 12.5mg rofecoxib/day for chronic NSLBP.

10 trials including 855
participants.

53 relevant clinical trials for
efficacy of plants.

Pooling the data was impossible owing to heterogeneity in outcome measures, trial
duration, and ginseng dosage. Results of the analysis suggested improvement of
some aspects of cognitive function, behaviour and quality of life. No serious adverse
events associated with ginseng were found.
The best evidence that is available suggests that hawthorn extract has significant
benefits, compared with placebo, as an adjunctive treatment for patients with
chronic heart failure. For the physiologic outcome of maximal workload, treatment
with hawthorn extract was more beneficial than placebo (WMD (Watt) 5.35, 95% CI
0.71 to 10.00, P < 0.02, n = 380). Exercise tolerance were significantly increased by
hawthorn extract (WMD (Watt x min) 122.76, 95% CI 32.74 to 212.78, n = 98).
Symptoms such as shortness of breath and fatigue improved significantly with
hawthorn treatment as compared with placebo (WMD ‐5.47, 95% CI ‐8.68 to ‐2.26,
n = 239).
This study showed significant decrease in total cholesterol and LDL cholesterol after
treatment with Daming capsule (DMC), chunghyul‐dan, Glycyrrhiza glabra, garlic
powder (Allicor), black tea, green tea, soy drink enriched with plant sterols, licorice,
Satureja khuzestanica, Monascus purpureus Went rice, Fenugreek, Commiphora
mukul (guggul), Achillea wilhelmsii C. Koch, Ningzhi capsule (NZC), cherry,
compositie salviae dropping pill (CSDP), shanzha xiaozhi capsule, Ba‐wei‐wan
(hachimijiogan), rhubarb stalk, Silybum marianum, Rheum ribes and Jingmingdan
granule (primrose oil). Conflicting data exist for red yeast rice, garlic and guggul.
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Jin X, Ruiz Beguerie J, Sze DMY, Chan GCF
2012, ‘Ganoderma lucidum (Reishi
mushroom) for cancer treatment’,
Cochrane Database of Systematic
Reviews.

Five RCTs met the inclusion
criteria.

Little CV, Parsons T, Logan S 2009, ‘Herbal
Therapy for Treating Osteoarthritis’,
Cochrane Database of Systematic
Reviews, Issue 4.

5 studies met inclusions
criteria.

Pittler MH, Ernst E 2010, ‘Ginkgo biloba
extract for the treatment of intermittent
claudication: a meta‐analysis of
randomized trials’, Am J Med, vol. 108,
no. 4, pp. 276‐81.

7 of 12 met inclusion criteria,
with a total of 700
participants.

The result suggests a significant effect towards a reduction of the HAM‐A total score
in patients receiving kava extract compared with patients receiving placebo
(weighted mean difference: 3.9, 95% confidence interval: 0.1 to 7.7; p = 0.05; n =
380). Adverse events as reported in the reviewed trials were mild, transient and
infrequent.

Pittler MH, Ernst E 2012, ‘Horse chestnut
seed extract for chronic venous
insufficiency’, Cochrane Database of
Systematic Reviews, Issue 11.

17 trials met inclusion.

The evidence presented suggests that Horse Chestnut Seed Extract is an efficacious
and safe short‐term treatment for CVI. Overall, the trials suggested an improvement
in the symptoms of leg pain (WMD) of 42.4 mm (95% confidence interval (CI) 34.9 to
49.9) measured on a 100 mm visual analogue scale. Six trials (n = 502) suggested a
WMD of 32.1ml (95% CI 13.49 to 50.72) in leg volume in favour of HCSE compared
with placebo.

Reid K 2008, ‘Effect of garlic on blood
pressure: a systematic review and meta‐
analysis’, BMC Cardiovasc Disord, vol. 8,
no. 13.

Meta‐analysis of 10 RCTs
comparing various
preparations of Garlic for
effect on hypertension.

Garlic administered supplementally in various preparations resulted in a significant
reduction in systolic blood pressure in hypertensive patients as compared to
placebo, with garlic reducing SBP by 4.56mmHg greater than placebo (95% CI, ‐7.36,
‐1.77, p<0.0001), and a significant reduction in diastolic blood pressure in
hypertensive patients as compared to placebo, with garlic reducing DBP by
7.27mmHg greater than placebo (95% CI, ‐8.77, ‐5.76, p<0.0001).

The meta‐analysis results showed that patients who had been given G. lucidum
alongside with chemo/radiotherapy were more likely to respond positively
compared to chemo/radiotherapy alone (RR 1.50; 95% CI 0.90 to 2.51, P = 0.02). G.
lucidum treatment alone did not demonstrate the same regression rate as that seen
in combined therapy. The results for host immune function indicators suggested
that G. lucidum simultaneously increases the percentage of CD3, CD4 and CD8 by
3.91% (95% CI 1.92% to 5.90%, P < 0.01), 3.05% (95% CI 1.00% to 5.11%, P < 0.01)
and 2.02% (95% CI 0.21% to 3.84%, P = 0.03), respectively
Two studies were suitable for data pooling. It was not possible to draw firm
conclusions from the single studies but the two combined studies of
avocado/soybean unsaponifiables showed beneficial effects on functional index,
pain, intake of non‐steroidal anti‐inflammatory drugs (NSAIDs) and global
evaluation. No serious side effects were reported.
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Sarris J, Panossian A, Isaac S 2011,
‘Herbal medicine for depression, anxiety
and insomnia: a review of
psychopharmacology and clinical
evidence’, European
Neuropsychopharmacology, vol. 21, no.
12, pp. 841–60.

66 trials located involving 11
phytomedicines used for
depression, anxiety and
insomnia.

Preclinical evidence suggests that Albizia julibrissin, M.
officinalis, Z. jujuba, and E. californica possess monoamine and neuropeptide
modulatory activity and may benefit sufferers of depression, anxiety and insomnia.
Promising antidepressants include Panax ginseng (Korean ginseng), and A.
julibrissin. H. lupulus and Z. jujube.

Linde K, Berner MM, Kriston L 2008, ‘St
John’s Wort for major depression’,
Cochrane Database of Systematic
Reviews, Issue 4.
Little CV, Parsons T, Logan S 2009, ‘Herbal
Therapy for Treating Osteoarthritis’,
Cochrane Database of Systematic
Reviews, Issue 4.

29 trials of 5489 patients
18 comparisons with placebo
and 17 comparisons with
synthetic standard
antidepressants met the
inclusion criteria. Results of
placebo‐controlled trials
showed marked
heterogeneity.

The available evidence suggests that the hypericum extracts tested in the included
trials a) are superior to placebo in patients with major depression; b) are similarly
effective as standard antidepressants; c) and have fewer side effects than standard
antidepressants. The association of country of origin and precision with effects sizes
complicates the interpretation.
In nine larger trials the combined response rate ratio (RR) for hypericum extracts
compared with placebo was 1.28 (95% confidence interval (CI), 1.10 to 1.49) and
from nine smaller trials was 1.87 (95% CI, 1.22 to 2.87). Results of trials comparing
hypericum extracts and standard antidepressants were statistically homogeneous.
Compared with tri‐ or tetracyclic antidepressants and selective serotonin reuptake
inhibitors (SSRIs), respectively, RRs were 1.02 (95% CI, 0.90 to 1.15; 5 trials) and 1.00
(95% CI, 0.90 to 1.11; 12 trials). Both in placebo‐controlled trials and in comparisons
with standard antidepressants, trials from German‐speaking countries reported
findings more favourable to hypericum. Patients given hypericum extracts dropped
out of trials due to adverse effects less frequently than those given older
antidepressants (odds ratio (OR) 0.24; 95% CI, 0.13 to 0.46) or SSRIs (OR 0.53, 95%
CI, 0.34‐0.83).

Linde K, Barrett B, Bauer R, M. D., & K, W
2009, ‘Echinacea for preventing and
treating the common cold’, Cochrane
Database, vol. 4, pp. 1‐36.

16 of 42 articles were
included assessing the role of
Echinacea in the treatment of
the common cold.

There was some evidence to suggest that preparations based on the aerial parts of
Echinacea purpurea might be effective for the early treatment of colds in adults. All
trials except one were double‐blinded. The majority had reasonable to good
methodological quality.

Mingxin L, Weixin W, Jun X, Yong G, S. L
2011, ‘Meta‐analysis of the clinical value
of Astragalus membranaceus in diabetic
nephropathy’, Journal of
Ethnopharmacology, vol. 133, no. 2, pp.

25 articles were included in
the study including 1804
patients.

The systemic review demonstrated the therapeutic effects of Astragalus injection in
DN patients such as reducing urine protein and improving renal function. Astragalus
injection had more therapeutic effect in DN patients including renal protective
effect (BUN, SCr, CCr and urine protein) and systemic state improvement (serum
albumin level) compared with the control group. Astragalus is of profound
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412–9.

Poolsup N, Suthisisang C, Prathanturarug
2004, ‘Andrographis paniculata in the
symptomatic treatment of uncomplicated
upper respiratory tract infection:
systematic review of randomized
controlled trials’, Journal of Clinical
Pharmacy and Therapeutics. vol. 29,
pp.37–45.
Pittler MH, Ernst E 2003, ‘Kava extract
versus placebo for treating anxiety’,
Cochrane Database of Systematic
Reviews, Issue 1.

Pittler MH, Ernst E 2010, ‘Ginkgo biloba
extract for the treatment of intermittent
claudication: a meta‐analysis of
randomized trials’, Am J Med, vol. 108,
no. 4, pp. 276‐81.

significance in the treatment of DN.

Systematic review of
randomised controlled trials.
433 individuals across 3 trials.

Andrographus paniculata extract alone or in combination with Acanthopanax
senticosus was more effective than placebo in treating patients with symptoms of
URTI.

8 of 26 RCTs were included.
612 patients received
between 3‐16 weeks of
treatment with a daily
Hawthorn dose of 16—1800
mg.
8 RCT were included in the
meta analysis with a total of
385 patients.

Hawthorn extract significantly increased maximal workload compared with placebo
(weighted mean difference, 7 Watts; 95% confidence interval [CI], 3–11; P<.01;
n=310 patients). BP and HR were reduced (weighted mean difference, –20; 95% CI, –
32 to –8; n=264 patients). Heart failure symptom score (weighted mean difference,
–6 out of a possible 72; 95% CI, –9 to –2; n=169 patients).

Fleischauer AT, Poole C, A. L 2000, ‘Garlic
consumption and cancer prevention:
meta‐analyses of colorectal and stomach
cancers’, The American journal of clinical
nutrition, vol. 72, no. 4, pp.1047–52.

22 papers were included in
the meta analysis.

Suksomboon N, Poolsup N, Boonkaew
S 2011, ‘Meta‐analysis of the effect of
herbal supplement on glycemic control in
type 2 diabetes’, J Ethnopharmacol, vol.
137, no. 3, pp. 1328‐33.

Nine randomized, placebo‐
controlled trials (n = 487
patients) were identified.

A significant difference in the increase in pain‐free walking distance in favor of
Ginkgo biloba (weighted mean difference: 34 meters, 95% confidence interval [CI]:
26 to 43 meters). Adverse effects were rare, mild, and transient. Ginkgo biloba
extract is superior to placebo in the symptomatic treatment of intermittent
claudication. However, the size of the overall treatment effect is modest and of
uncertain clinical relevance.
High intake of RC garlic may be associated with a protective effect against stomach
and colorectal cancers. The random‐effects relative risk (RR) estimate of colorectal
cancer and RC garlic consumption, excluding garlic supplements, was 0.69 (95% CI:
0.55, 0.89). For stomach cancer, the random effects RR estimate was 0.53 (95% CI:
0.31, 0.92).
Ipomoea batatas, Silybum marianum and Trigonella foenum‐graecum significantly
improved glycaemic control, whereas Cinnamomum cassia did not. The pooled
mean differences in HbA(1c) were ‐0.30% (95% CI ‐0.04% to ‐0.57%; P = 0.02), ‐
1.92% (95% CI ‐0.51% to ‐3.32%; P = 0.008), and ‐1.13% (95% CI ‐0.11% to ‐2.14%; P
= 0.03), respectively, for Ipomoea batatas, Silybum marianum, and Trigonella
foenum‐graecum. The corresponding values for fasting blood glucose were ‐
10.20mg/dL (95% CI ‐5.32 mg/dL to ‐15.08 mg/dL; P<0.0001) and ‐38.05 mg/dL (95%
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CI ‐9.54 mg/dL to ‐66.57 mg/dL; P = 0.009), respectively, for Ipomoea batatas and
Silybum marianum.
Reid K 2008, ‘Effect of garlic on blood
pressure: a systematic review and meta‐
analysis’, BMC Cardiovasc Disord, vol. 8,
no. 13.

Meta‐analysis of 10 RCTs
comparing various
preparations of Garlic for
effect on hypertension.

Wider B, Pittler MH, Thompson‐Coon J,
Ernst E 2009, ‘Artichoke leaf extract for
treating hypercholesterolaemia’,
Cochrane Database of Systematic
Reviews, Issue 4.

Three RCTs met all inclusion
criteria.

Wilt TJ, Ishani A 1998, ‘Pygeum africanum
for benign prostatic hyperplasia.
Cochrane Database of Systematic
Reviews’ Issue 1.

18 RCTs involving 1562
participants.

Wu T, Ni J, Wei J 2009, ‘Danshen (Chinese
medicinal herb) preparations for acute
myocardial infarction’, Cochrane
Database of Systematic Reviews.

6 studies comprised of 2368
participants were included.

Garlic administered supplementally in various preparations resulted in a significant
reduction in systolic blood pressure in hypertensive patients as compared to
placebo, with garlic reducing SBP by 4.56mmHg greater than placebo (95% CI, ‐7.36,
‐1.77, p<0.0001), and a significant reduction in diastolic blood pressure in
hypertensive patients as compared to placebo, with garlic reducing DBP by
7.27mmHg greater than placebo (95% CI, ‐8.77, ‐5.76, p<0.0001)
Three RCTs (262 participants) met all inclusion criteria. In one trial the total
cholesterol level in participants receiving ALE decreased by 4.2% from 7.16 (0.62)
mmol/L to 6.86 (0.68) mmol/L after 12 weeks and increased from 6.90 (0.49)
mmol/L to 7.04 (0.61) mmol/L in patients receiving placebo, the total difference
being statistically significant (P = 0.025). In a further trial ALE reduced total
cholesterol levels by 18.5% from 7.74 mmol/L to 6.31 mmol/L after 42 ± 3 days of
treatment whereas the placebo reduced cholesterol by 8.6% from 7.69 mmol/L to
7.03 mmol/L (P = 0.00001).
Many studies did not report results in a method that permitted meta‐analysis.
Compared to men receiving placebo, Pygeum africanum provided a moderately
large improvement in the combined outcome of urologic symptoms and flow
measures as assessed by an effect size defined by the difference of the mean
change for each outcome divided by the pooled standard deviation for each
outcome (‐0.8 SD [95% confidence interval (CI), ‐1.4 to ‐0.3 (n = 6 studies)]). Men
using Pygeum africanum were more than twice as likely to report an improvement
in overall symptoms (RR=2.1, 95% CI = 1.4 to 3.1). Nocturia was reduced by 19%,
residual urine volume by 24% and peak urine flow was increased by 23%.
Pooling these trials yielded an approximate halving of mortality (in acute myocardial
infarction) in those patients treated with danshen preparations plus usual care
compared with usual care alone (Peto OR 0.46, 95% CI 0.28 to 0.75).
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Table 1.3.2 Clinical Efficacy Randomised Controlled Trials
Citation

Study Numbers

Treatment

Outcomes

Kasper S, Volz HP, Möller HJ, Dienel A,
Kieser M 2008, ‘Continuation and long
term maintenance treatment with
Hypericum extract WS 5570 after
recovery from an acute episode of
moderate depression‐‐a double‐blind,
randomized, placebo controlled long
term trial’, Eur Neuropsychopharmacol,
vol. 18, no. 11 pp. 803‐13.
Calabrese C, Gregory WL, Leo M,
Kraemer D, Bone K, Oken B 2008,
‘Effects of a standardized Bacopa
monnieri extract on cognitive
performance, anxiety, and depression in
the elderly: a randomized, double‐blind,
placebo‐controlled trial’, J Altern
Complement Med, vol. 14, no. 6, pp.
707‐13.
Chantre P, Cappelaere A, Leblan D 2000,
‘Efficacy and tolerance of
Harpagophytumprocumbens versus
diacerhein in treatment of
osteoarthritis’, Phytomedicine, vol. 7,
no. 3, pp.177‐183.
Chrubasik S, Conradt C, Black A 2003,
‘The quality of clinical trials with
Harpagophytum procumbens’,
Phytomedicine, vol. 10, no. 6‐7, pp.613‐
623.

426 multicentre
out‐patients with
recurrent moderate
major depression.

3 x 300 mg/day
WS® 5570 a
stabilized dry
extract from St
John’s Wort versus
placebo.

Hypericum extract consistently showed longer time to event as well as
lower relapse rates. An asymptotic post‐hoc log‐rank test with
stratification by centre resulted in a one‐sided p‐value of p=0.021 in
favour of Hypericum extract.

48 patients age 65
or older without
clinical signs of
dementia (24
patients in both
study and placebo
groups).

Bacopa monnieri
standardized
300mg/day orally x
12 weeks.

Bacopa shows significant positive effects on aspects of cognitive
function (delayed word recall and task reaction times) vs. placebo, as
well as reducing depression, anxiety and heart rate, while being well
tolerated with few adverse events.

RCT of 122 patients
with osteoarthritis
of the knee or hip.

2610 mg/d of H.
procumbens was
administered over
a 4 month period.

Results demonstrated significant improvement in spontaneous pain in
both groups. Patients taking H. procumbens were found to be using
statistically significantly less analgesic medications (p = 0.01) at the
end of the trial.

RCT of 88 patients
with acutely
exacerbated lower
back pain.

44 participants
received 60 mg of
harpagoside for 6
weeks, and 44
patients received
12.5 mg daily of
the non‐steroidal
anti‐inflammatory

18 harpagoside and 12 rofecoxib patients experienced more than a
50% reduction in the week’s average of their pain scores between the
1st and 6th weeks.
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drug rofecoxib.

Frerick H, Biller A, Schmidt U 2001,
‘Stufenschema bei Coxarthrose’, Der
Kassenarzt, vol. 5, no. 34, pp. 41.

RCT of 46 patients
with osteoarthritis
of the hip.

Gobel H, Heinze A, Ingwersen M 2001,
‘Effects of Harpagophytum procumbens
LI 174 (devil’s claw) on sensory, motor
und vascular muscle reagibility in the
treatment of unspecific back pain’,
Schmerz, vol. 15, no. 1, pp.10‐18.

RCT of 63 patients
with slight to
moderate muscular
tension or slight
back, shoulder or
neck pain.

Weber W, Taylor JA, Stoep AV, Weiss N
2005, ‘Echinacea purpurea for
prevention of upper respiratory tract
infections in children’, J Altern
Complement Med, vol. 11, no. 6,
pp.1021‐26.

401 children age 2‐
11 years monitored
for URI over 4
month observation
period (197 study
vs. 204 placebo).

Mannel, M Kuhn, U Schmidt, U Ploch, M
& Murck, H 2010, ‘St. John's Wort
extract LI160 for the treatment of
depression with atypical features ‐ a
double‐blind, randomized, and placebo‐
controlled trial’, J Psychiatr Res, vol. 44,
no. 12, pp. 760‐7.
Mazza M, Capuano A, Bria P, Mazza S
2006, ‘Ginkgo biloba and donepezil: a
comparison in the treatment of

200 patients with
mild to moderate
depression were
randomised over 8
weeks.

60 participants
aged 50‐80 years
suffering from mild

Patients received
either 2 tablets per
day containing a
60% ethanolic dry
extract of devil’s
claw root (480 mg,
drug to extract
ratio 4.4‐5.0:1), or
placebo tablets.
960 mg of devil’s
claw root dry
extract (4.4‐5.0:1,
ethanol 60%VN) or
placebo was
administered for 4
weeks.
Echinacea
purpurea EC31J2
preparation
administered in
age‐dependent
dose at first sign or
URI x 10 days.
Hypericum extract
Ll160 or placebo
administered.

Ginkgo biloba
(160 mg daily
dose), donepezil (5
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In the final, ibuprofen‐free period, an increase of 20% or less in the
pain score was considered a clinically relevant response rate; 71% of
devil’s claw patients, but only 41% of placebo patients, fulfilled this
criterion (p = 0.04).

Significant effects were observed in a visual analog scale, pressure
algometer test, muscle stiffness test, and muscular ischemia test over
placebo.

Echinacea significantly 28% decreased risk of developing a subsequent
URI (p =0.01; 95% CI 8%–44% reduction in risk) for study group vs.
placebo.

The percentage reduction of the HAM‐D(17) for LI160 compared to
placebo approached statistical significance (p=0.051) in the Full
Analysis Set (FAS)‐population. Using the conventional criterion of the
absolute reduction of the HAM‐D(17) significance was achieved
(p<0.05). The study supports the beneficial effect of LI160 in
depression with atypical features and the validity of the definition of
atypical depression on the basis of reversed vegetative signs.
The most important parameters in demonstrating the clinical efficacy
of an antidementia drug is the improvement in cognitive
performance. MMSE, SKT, and CGI Improvement of SKT scores 15.90 ±

Alzheimer’s dementia in a randomized
placebo‐controlled double‐blind study’,
Europ J Neurol, vol.13 pp. 981‐985.

to moderate
dementia.

mg daily dose), or
placebo group for
24 weeks.

Mix JA & Crews WD 2002, ‘A double‐
blind, placebo‐controlled, randomized
trial of Ginkgo biloba extract EGb 761®
in a sample of cognitively intact older
adults: neuropsychological findings’,
Human Psychopharmacology, Clinical
and Experimental, vol. 17, no. 6, pp.
267–277.

162 participants of
cognitively intact
participants 60
years or older.

180mg/day of
Ginkgo biloba
EGb761 for 6
weeks.

Anghelescu IG, Kohnen R, Szegedi A,
Klement S, Kieser M 2006, ‘Comparison
of Hypericum extract WS 5570 and
paroxetine in ongoing treatment after
recovery from an episode of moderate
to severe depression: results from a
randomized multicenter study’,
Pharmacopsychiatry, no. 39, vol. 6,
pp.213‐9.

Multicentre
randomised study
of 133 outpatients.

Hypericum WS®
5570 extract versus
paroxetine.

Gastpar M, Singer A & Zeller K 2006,
‘Comparative efficacy and safety of a
once‐daily dosage of hypericum extract
STW3‐VI and citalopram in patients with
moderate depression: a double‐blind,
randomised, multicentre, placebo‐

Double blind
randomised,
multicentre
placebo controlled
study of 388
outpatients.

Hypericum extract
STW3‐VI versus
citalopram.
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3.86 at baseline to16.90 ± 3.9 at 24 weeks for placebo; 16.45 ± 3.05 to
13.15 ± 2.9 for EGb group, from 15.15 ± 3.48 to 11.85 ± 2.9 for
donepezil. Improvement of CGI scores from 5.05 ± 0.99 (SD) at
baseline to 5.2 ± 0.95 (SD) at 24 weeks for placebo; 4.65 ± 0.87 to 3.75
± 0.96 for EGb group, from 4.5 ± 0.76 to 3.6 ± 0.94 for donepezil.
Ginkgo biloba was comparable with donepezil in the treatment of
dementia.
Cognitively intact participants who received 180 mg of EGb 761 daily
for 6 weeks exhibited significantly more improvement on SRT tasks
involving delayed (30 min) free recall ( p<0.04) and recognition (
p<0.01) of noncontextual, auditory‐verbal material, compared with
the placebo controls. Treatment group also demonstrated significantly
greater improvement on the WMS‐III FII subtest assessing delayed (30
min) recognition ( p<0.025) of visual material (i.e. human faces),
compared with the placebo group. Egb 761 enhances certain
neuropsychological/memory processes of cognitively intact older
adults.
Between baseline of the acute phase and end of continuation
treatment the HAM‐D total score decreased from 25.3+/‐2.5 (mean+/‐
SD) to 4.3+/‐6.2 points for WS 5570 and from 25.3+/‐2.6 to 5.2+/‐5.5
points for paroxetine (p=0.49, two‐sided t‐test; median relative
decrease: 92.0 and 85.5%, respectively). During maintenance
treatment alone (day 154‐day 42), 61.6% of the patients randomized
to WS 5570 and 54.6% treated with paroxetine showed an additional
reduction (p=0.59) with respect to the HAM‐D total score. This study
showed that WS 5570 and paroxetine were similarly effective in
preventing relapse in a continuation treatment after recovery from an
episode of moderate to severe depression and point therefore to an
important alternative treatment option for long‐term relapse‐
prevention.
From almost identical baseline values of 21.9 +/‐ 1.2 points
(hypericum extract), 21.8 +/‐ 1.2 points (citalopram) and 22.0 +/‐ 1.2
points (placebo), the HAMD score was reduced to 10.3 +/‐ 6.4
(hypericum extract), 10.3 +/‐ 6.4 (citalopram) and 13.0 +/‐ 6.9
(placebo), respectively. Based on this data, the statistical significant
therapeutic equivalence of hypericum extract STW3‐VI to citalopram

controlled study’, Pharmacopsychiatry,
vol. 39, no. 2, pp. 66‐75.

Uebelhak R, Gruenwald J, Graubaum HJ
& Busch R 2004, ‘Efficacy and tolerability
of Hypericum extract STW 3‐VI in
patients with moderate depression: a
double‐blind, randomized, placebo‐
controlled clinical trial’, Adv Ther, vol.
21, no. 4, pp. 265‐75.

Double blind
randomised
placebo controlled
study of 301
women over 16
weeks.

Fixed combination
of Cimicifuga
racemosa and
Hypericum
perforatum.

Fava M, Alpert J, Nierenberg AA,
Mischoulon D, Otto MW Zajecka J,
Murck H, Rosenbaum JF 2005, ‘Double‐
blind, randomized trial of St John's Wort,
fluoxetine, and placebo in major
depressive disorder’, J Clin
Psychopharmaol, vol. 25, no. 5, pp. 441‐
7.

Double blind,
randomised
placebo controlled
trial of 135 patients
with MDD.

Hypericum
perforatum Ll‐160
versus Fluoxetine
versus placebo.

Szegedi A, Kohnen R, Dienel A, Kieser M
2005, ‘Acute treatment of moderate to
severe depression with hypericum
extract WS 5570 (St John's Wort):
randomised controlled double blind
non‐inferiority trial versus paroxetine’,
BMJ, vol. 330, no. 7490, p. 503.

Double blind
randmoised non‐
inferiority trial in
251 patients with
moderate to severe
depression.

Hypericum
perforatum
WS5570 versus
paroxetine.
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(p < 0.0001) and the superiority of this hypericum extract over
placebo (p < 0.0001) was demonstrated. These results revealed that
hypericum extract STW3‐VI is a good alternative to chemically defined
antidepressants in the treatment of outpatients with moderate
depression.
The mean (+/‐ standard deviation) Menopause Rating Scale score
decreased 50% (0.46 +/‐ 0.13 to 0.23 +/‐ 0.13) in the treatment group
and 19.6% (0.46 +/‐ 0.14 to 0.37 +/‐ 0.15) in the placebo group. The
Hamilton Depression Rating Scale total score decreased 41.8% in the
treatment group (18.9 +/‐ 2.2 to 11.0 +/‐ 3.8 points), and 12.7% in the
placebo group (18.9 +/‐ 2.1 to 16.5 +/‐ 4.3). The treatment was
significantly (P < .001) superior to placebo in both measures. There
were no relevant group differences regarding adverse events,
laboratory values, or tolerability.
One hundred thirty‐five patients (57% women; mean age, 37.3 +/‐
11.0; mean HAMD‐17, 19.7 +/‐ 3.2) were randomized to double‐blind
treatment and were included in the intent‐to‐treat analyses. Analysis
of covariance analyses showed lower mean HAMD‐17 scores at end
point in the St John's Wort group (n = 45; mean +/‐ SD, 10.2 +/‐ 6.6)
compared with the fluoxetine group (n = 47; 13.3 +/‐ 7.3; P < 0.03) and
a trend toward a similar finding relative to the placebo group (n = 43;
12.6 +/‐ 6.4; P = 0.096). There was also a trend toward higher rates of
remission (HAMD‐17 <8) in the St John's Wort group (38%) compared
with the fluoxetine group (30%) and the placebo group (21%).
The Hamilton depression total score decreased by mean 14.4 (SD 8.8)
points, corresponding to 56.6% (SD 34.3%) of the baseline value, in
the hypericum group and by 11.4 (SD 8.6) points (44.8% (SD 33.5%) of
baseline value) in the paroxetine group (intention to treat analysis;
similar results were observed in the per protocol analysis). The
intention to treat analysis (lower one sided 97.5% confidence limit 1.5
points for the difference hypericum minus paroxetine) and the per
protocol analysis (lower confidence limit 0.7 points) showed non‐
inferiority of hypericum and statistical superiority over paroxetine.
The lower limits in both cases exceeded the pre‐specified non‐
inferiority margin of ‐2.5 points and the superiority margin of 0. The
incidence of adverse events was 0.035 and 0.060 events per day of

Uebelhak R, Gruenwald J, Graubaum HJ
& Busch R 2004, ‘Efficacy and tolerability
of Hypericum extract STW 3‐VI in
patients with moderate depression: a
double‐blind, randomized, placebo‐
controlled clinical trial’, Adv Ther, vol.
21, no. 4, pp. 265‐75.

Double blind
randomised
placebo controlled
trial in 140 patients
with moderate
depression.

Hypericum extract
STW 3‐VI 900mg
i.d. versus placebo.

Herrschaft H, Nacu A, Likachev S,
Sholomov I, hoerr R & Schlaefke S 2012,
‘Ginkgo biloba extract EGb 761® in
dementia with neuropsychiatric
features: a randomised, placebo‐
controlled trial to confirm the efficacy
and safety of a daily dose of 240 mg’, J
Psychiatr Res, vol. 46, no. 6, pp. 716‐23.

Multi‐centre,
double blind,
randomised
placebo controlled
24 week trial with
410 patients.

Ginkgo biloba
extract EGb 761
versus placebo for
Alzheimer’s /
vascular dementia.

Olsson , Erik, Scheele Bo von, Panossian
Alexander G 2009, ‘A Randomised,
Double‐Blind, Placebo‐Controlled,
Parallel‐Group Study of the Standardised
Extract SHR‐5 of the Roots of Rhodiola
rosea in the Treatment of Subjects with

Randomised,
double‐blind,
placebo‐controlled
parallel‐group
study
60 individuals.

Rhodiola rosea
extract.
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exposure for hypericum and paroxetine, respectively. In the
treatment of moderate to severe major depression, hypericum extract
WS 5570 is at least as effective as paroxetine and is better tolerated.
The HAMD‐17 total score decreased significantly from baseline by
approximately 11.1 +/‐ 4.5 points (from 22.8 +/‐ 1.1 to 11.8 +/‐ 4.4) in
the Hypericum group and by approximately 3.4 +/‐ 3.9 points (from
22.6 +/‐ 1.2 to 19.2 +/‐ 3.8) in the placebo group (P < .001).
Comparable group differences in favor of Hypericum were revealed by
an additional responder analysis, the von Zerssen's Adjective Mood
Scale, the Clinical Global Impressions scale, and a global efficacy
assessment. Tolerability was very good in both groups; neither serious
adverse events nor clinically relevant changes in safety parameters
were observed, and only 2 cases demonstrated a possible connection
between an adverse event and the study medication. The final safety
assessment showed no differences between the Hypericum extract
and placebo groups. The study provided evidence that Hypericum
extract STW 3‐VI in a once‐daily dosing regimen may be an effective
and well‐tolerated option for patients with moderate depressive
disorders.
Patients treated with EGb 761(®) (n = 200) improved by 2.2 ± 3.5
points (mean ± sd) on the SKT total score, whereas those receiving
placebo (n = 202) changed only slightly by 0.3 ± 3.7 points. The NPI
composite score improved by 4.6 ± 7.1 in the EGb 761(®)‐treated
group and by 2.1 ± 6.5 in the placebo group. Both drug‐placebo
comparisons were significant at p < 0.001. Patients treated with EGb
761(®) also showed a more favourable course in most of the
secondary efficacy variables. In conclusion, treatment with EGb 761(®)
at a once‐daily dose of 240 mg was safe and resulted in a significant
and clinically relevant improvement in cognition, psychopathology,
functional measures and quality of life of patients and caregivers.
Significant improvement as measured by the Pines burnout scale,
mental health and MADRS. R.rosea increased mental performance
and reduced fatigue after repeated administration. Ability to
concentrate was increased and cortisol response reduced in burnout
patients with fatigue.

Stress‐Related Fatigue’, Planta Medica,
vol. 75, no. 2.
Walker AF, Simpson E, Hope JL,
Robinson PA 2006, ‘Hypotensive effects
of hawthorn for patients with diabetes
taking prescription drugs: a randomised
controlled trial’, Br J Gen Pract, vol. 56,
no. 527, pp. 437‐443.

79 Type 2 Diabetic
patients.

1200 mg hawthorn
extract (n = 39) or
placebo (n = 40) for
16 weeks.

Significant group difference in mean diastolic blood pressure
reductions (P = 0.035): the hawthorn group showed greater
reductions (baseline: 85.6 mmHg, 95% confidence interval [CI] = 83.3
to 87.8; outcome: 83.0 mmHg, 95% CI = 80.5 to 85.7) than the placebo
group (baseline: 84.5 mmHg, 95% CI = 82 to 87; outcome: 85.0 mmHg,
95% CI = 82.2 to 87.8).

Wegener T, Lupke NP 2003, ‘Treatment
of patients with arthrosis of hip or knee
with an aqueous extract of devil’s claw
(Harpagophytum procumbens DC.)’,
Phytother Res, vol. 17, no. 10.

Uncontrolled
multicentre drug
surveillance study
of 75 patients with
arthrosis of the hip
or knee.

Harpagophytum
procumbens
extract.

50 mg harpagoside was administered to patients for 12 weeks. There
was a relevant improvement of each WOMAC subscale as well as of
the total WOMAC index: 23.8% for the pain subscale, 22.2% for the
stiffness subscale and 23.1% for the physical function subscale. The
WOMAC total score was reduced by 22.9%. VAS pain scores were
decreased by 25.8% for actual pain, 25.2% for average pain, 22.6% for
worst pain and 24.5% for the total pain score.

Table 1.3.3 Cost Effectiveness Studies
Citation

NICM 2010 Cost Effectiveness
of Complementary Medicines.

Participants/ Setting

Based on comparison
of St John’s Wort
with standard anti‐
depressants.

Study Design

Cost Effective
Analysis Report.

Submission to the Natural Therapy Review, Department of Health and Ageing, Australia
Source: Office of the Director of Education, Endeavour College of Natural Health, Brisbane, Australia
February 2013

Outcomes

With treated mild and moderate depression estimated to affect
339,752 Australians in 2009, there could be around 339,752*146=$50
million per annum in potential savings from switching to St John’s Wort
from standard anti‐depressants.

Table 1.3.4 Quality and Safety Studies
Citation

Study Design

Outcomes

Trautmann‐Sponsel RD & Dienel A 2004, ‘Safety of
Hypericum extract in mildly to moderately depressed
outpatients: a review based on data from three randomized,
placebo‐controlled trials’, J Affect Disord, vol. 82, no. 2, pp.
303‐7.

Safety review

Rahimi R, Nikfar S, Abdollahi M, 2009 ‘Efficacy and
tolerability of Hypericum perforatum in major depressive
disorder in comparison with selective
serotonin reuptake inhibitors: A meta‐analysis.’ Progress in
Neuro‐Psychopharmacology & Biological Psychiatry, vol. 33,
pp. 118–127.
Linde K, Barrett B, Bauer R 2009, ‘Echinacea for preventing
and treating the common cold’, The Cochrane Library, Issue
4.

Meta‐analysis

Meta‐Analysis

In the available randomized trials, side effects or adverse
events associated with Echinacea preparations were infrequent and
minor and were mostly similar to those seen with placebo

Liu JP, Yang M, Liu Y, Wei ML, Grimsgaard S 2006, ‘Herbal
medicines for treatment of irritable bowel syndrome’,
Cochrane Database of Systematic Reviews Issue 1.

Meta‐Analysis

Seventy‐five randomised trials, involving 7957 participants with
irritable bowel syndrome, found no serious adverse events from the
herbal medicines reported.

Brattström A 2009, ‘Long term effects of St. John’s Wort
(Hypericum perforatum) treatment: A 1 year safety study in
mild to moderate depression’ Phytomedicine, vol. 16, pp.
277‐283.

Clinical safety
multicentre trial

A total of 217 (49.3%) patients reported 504 events. 30 of these events
were reported by 30 patients and were possibly or probably related to
the treatment.
ZE 117 hypericum extract is a safe and effective way to treat mild to
moderate depression over long periods of time.
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For the polled data of the three trials, the percentage of patients with
any adverse events under Hypericum extract exposition was
comparable to placebo. The drug was also found to be devoid of
effects of sedation, anticholinergic reactions, gastrointestinal
disturbances and sexual dysfunction often found in patients treated
with tricyclic antidepressants or selective serotonin reuptake
inhibitors.
A summary RR for withdrawal due to adverse events by
hypericum vs. SSRIs (11 studies) was 0.53 (95% CI=0.35–0.82)
(p=0.004) and studies were homogeneous.

Horneber M, Bueschel G, Huber R 2010, ‘Mistletoe therapy
in oncology’, The Cochrane Library, Issue 4.

Meta‐analysis

Data on side effects indicated that, depending on the dose, mistletoe
extracts were usually well tolerated and had few side effects.

Yeh GY, Eisenberg DM, Kaptchuk TJ, P. R 2003, ‘Systematic
review of herbs and dietary supplements for glycemic
control in diabetes’, Diabetes care, vol. 26, no. 4, pp. 1277–
94.

108 trials
examining 36
herbs (single or
in combination)
and 9 vitamin/
mineral
supplements,
involving 4,565
patients.
Systematic
review – 1359
references

There is still insufficient evidence to draw definitive conclusions about
the efficacy of individual herbs and supplements for diabetes;
however, they appear to be generally safe. The available data suggest
that several supplements may warrant further study. The best
evidence for efficacy from adequately designed randomized controlled
trials (RCTs) is available for Coccinia indica and American ginseng.
Other supplements with positive preliminary results include Gymnema
sylvestre, Aloe vera, vanadium, Momordica charantia, and nopal.

Ulbricht C, Chao W, Costa D, Rusie‐Seamon E, Weissner W
2008, ‘Clinical evidence of herb‐drug interactions: a
systematic review by the natural standard research
collaboration’, Current Drug Metabolism, vol. 9, no.10, pp.
1063–120.

Huntley A, 2003, ‘A systematic review of the safety of black
cohosh’, Menopause, vol. 10, no. 1, 58–64.

Systematic
review of 4 RCTs

Mills E, Montori VM, Wu P, Gallicano K, Clarke M, G. M 2004,
‘Interaction of St John’s Wort With Conventional Drugs:
Systematic Review of Clinical Trials’, Primary Care, vol. 329,
pp. 27–30.

Systematic
review of 22
articles.
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Over 80 herbs or botanicals (including plants, fungi, algae, and
common constituents) were identified that had clinically significant
interactions. garlic, ginger, ginkgo, and grapefruit) were among the
herbs most commonly involved in herb‐drug interactions. As herbal
products (and dietary supplements in general) continue to grow in
popularity,
patients and health care providers should be vigilant of potential herb‐
drug interactions. Qualified healthcare practitioner should be
consulted with specific questions or concerns regarding potential
interactions.
117 adverse events have been identified and are of a rare or mild
nature. If black cohosh products are taken for a limited length of time,
there seems to be a slight risk of mild, transient AEs. More serious AEs
seem to be rare, and it is impossible to ascertain causality with black
cohosh with the limited data available. Thus, although definitive
evidence is not available, it would seem that black cohosh is a safe
herbal medicine.
95% CI = 0.6 to 1.0. In three studies, the 95% confidence interval
excluded a reduction in AUC of > 20%.8 14 19 Of the 16 other studies,
point estimates of 15 indicated a decrease of > 20% in availability of
the conventional drug. Of these 15, the confidence interval excluded a
reduction of < 20% in AUC in seven.

1.4 Lifestyle Modification Evidence Review
Authors: David Stelfox, Elena Williams

INTRODUCTION
Lifestyle modification or what is also increasingly known as “lifestyle medicine” has been a central
and defining aspect of naturopathic practice for over 100 years. It includes areas such as healthy
sleep habits, biophilia or exposure to nature, physical exercise and mental awareness or mindfulness
medication. These practices have been studied to ascertain their effects on health. Lifestyle
modification can have profound benefits in terms of decreasing the health care spend, increasing
individual physical and emotional health, and more broadly, mitigating the impact societies and
communities have on their environments.

CLINICAL EFFICACY
Meta‐analyses
For references and additional evidence see Table 1.4.1 Clinical Efficacy Meta‐analyses
Summary of Meta‐analyses:
The research evidence in lifestyle modification has inspired national and local authorities and health
care providers all over the world to start programs and activities to prevent disease. Many of the
meta‐analyses in the lifestyle category show improvement in a diverse range of health outcomes.
Mindfulness shows promising results for helping cancer patients (Ledesma et al 2009), improving
pain tolerance, reducing depressed mood and reducing healthcare‐seeking behaviour in fibromyalgia
(Bernardy et al 2010). Exercise has been shown to reduce mortality after myocardial infarction
(Jolliffe et al 2001), increase HDL cholesterol (Leon et al 2001), reduce insulin resistance (Thompson
et al 2001), and improve well‐being in adults (Netz et al 2005).

Randomised Control Trials
For references and additional evidence see Table 1.4.2 Clinical Efficacy Randomised Controlled
Trials which is broken into the following sections:
Summary of Randomised Controlled Trials:
Biophilia or contact with nature
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1.4 Lifestyle Modification Evidence Review
Contact with nature is an integral component of Naturopathic care, and a considerable body of
research supports it being essential for health. Exposure to the natural environment and vegetation
has a beneficial impact on a variety of factors impacting childhood health. These include: weight
(Bell et al 2008), cognition (Berman et al 2008), concentration (Egelund 2013) and ADHD (Kuo et al
2004) (Taylor et al 2001). Contact with nature also improves recovery post‐surgery. (Ulrich 1984)
Mindfulness
Mindfulness based stress reduction and meditation techniques have been extensively researched in
recent decades. Findings have consistently demonstrated the ability of these techniques to reduce
stress, anxiety, depression (Perich et al 2012; Van Son et al 2012; Wuurtzen et al 2012; Lengacher et
al 2012; Gross et al 2011) and bi‐polar disorder (Perich et al 2012). Several studies have examined
mindfulness techniques in survivors of cancer, finding benefit in a wide range of psychological and
emotional symptoms associated with survival and in Quality of Life (QOL) measures. (Ledesma et al
2009) Sleep patterns benefit from the introduction of mindfulness (Gross et al 2011), as do various
somatisation disorders (Fjorback et al 2013) and patients with Autistic Spectrum Disorders. (Speck et
al 2013)
Sleep
Both the length and quality of sleep have a considerable impact on Quality of Life and co‐
morbidities, and poor sleep is associated with perceived health shortfalls (Furihata et al 2012). An
association has been found between lack of sleep and metabolic syndrome (Hung et al 2013) as well
as obesity. (Yamagami 2002) Additionally, the disturbed sleep patterns of shift workers have been
associated with cardiovascular disease and ischaemic stroke. (Vyas et al 2012)
Physical exercise
Physical exercise has long been accepted as an essential part of overall health. Randomised trials
now show that exercise programmes contribute to improved cognition for those with memory
problems and exercise is part of the prevention strategy for dementias (Lautenschlager et al 2008),
(Rolland et al 2007). Other epidemic conditions such as type 2 diabetes and metabolic syndrome
also find an improvement with exercise programmes (Castaneda et al 2002). Much of the research
demonstrates that exercise is beneficial for prevention of many (if not most) disease states such as
cardiorespiratory disease (Church et al 2007), obesity, (Carrel et al 2005), fibromyalgia (Richards et al
2002), rheumatoid arthritis (Brodin et al 2008), and mitigates a range of psychological states (Mutrie
et al 2007; Singh et al 2001).
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COST‐EFFECTIVENESS
For references and additional evidence see Table 1.4.3 Cost –Effectiveness Studies

According to the Access Economic Report, the economic costs of obesity (Access Economics, 2006),
preventable disease such as obesity, have cost in excess of $58 billion annually.

Lifestyle

modification such as the management of sleep disorders, access to green space, incorporating
techniques such as mindfulness and exercise is likely to save the Australian tax payer billions of
dollars in health care cost. The indirect cost of the diseases is predicted to rise exponentially within
the next decade. Looking at simple techniques that can be incorporated into people’s lifestyle may
not only reduce the cost of health but may also have added benefits such as raised self‐esteem,
increases energy, better memory, and feeling more engaged within the community. Such
interventions have no direct cost other than that required to teach the patient.

SAFETY AND QUALITY
For references and additional evidence see Table 1.4.4 Safety and Quality Studies
The effect of exercise on health has been thoroughly researched and according to studies examining
the effects of physical inactivity on health, lack of exercise is one of the major factors responsible for
the increasing incidence of chronic disease and premature mortality. According to Lee (2002), if
physical inactivity was decreased by 10% or 25%, more than 1.3 million deaths, respectively could be
averted annually.

SUMMARY AND CONCLUSION
Non‐communicable diseases are now the leading cause of death around the world, with developing
countries hit hardest, according to a new report from the World Health Organisation (WHO 2010).
Lifestyle modification offers simple behavioural interventions that mitigate risk factors and decrease
morbidity and mortality, and it is especially relevant as a population approach to the current
epidemic of obesity and diabetes. Biophilia is an emerging area of investigation that promises to
provide support for the traditional naturopathic practices of contact with nature.
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Table 1.4.1 Clinical Efficacy Meta‐Analyses & Systemic Reviews
Mindfulness‐ Based Therapy
Citation

Study Numbers

39 studies, including 1140 participants.
Hoffman, SG et al. 2010, ‘The
effect of mindfulness‐based
therapy on anxiety and depression:
A meta‐analytic review, Journal of
Consulting and Clinical
Psychology’, vol. 78, no. 2, pp. 169‐
183.
Grossman, P et al. 2004,
‘Mindfulness‐based stress
reduction and health benefits A
meta‐analysis’, Journal of
Psychosomatic Research, vol. 57,
pp. 35–43.
Ledesma, D et al. ‘Mindfulness‐
based stress reduction and cancer:
a meta‐analysis’, Psycho‐Oncology,
vol. 18, no. 6, pp. 571–579.

Chiesa, A et al. 2009, ‘Mindfulness‐
based stress reduction for stress
management in healthy people: a
review and meta‐analysis’, The

20 reports met criteria – a wide
spectrum of clinical populations (e.g.,
pain, cancer, heart disease, depression,
and anxiety), as well as stressed
nonclinical groups. Both controlled and
observational investigations were
included.
10 studies were included in the analysis.

10 studies were included in the analysis.

Outcomes

Mindfulness‐based therapy was moderately effective for improving anxiety
and mood symptoms from pre‐ to post‐treatment in the overall sample.

Results suggest that MBSR may help a broad range of individuals to cope
with their clinical and nonclinical problems.

MBSR may indeed be helpful for the mental health of cancer patients
(Cohen's effect size d=0.48); however, more research is needed to show
convincing evidence of the effect on physical health (Cohen's effect size
d=0.18). The results suggest that MBSR may improve cancer patients'
psychosocial adjustment to their disease.

MBSR showed a nonspecific effect on stress reduction in comparison to an
inactive control, both in reducing stress and in enhancing spirituality
values, and a possible specific effect compared to an intervention designed
to be structurally equivalent to the meditation program. A direct
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Journal of Alternative and
Complementary Medicine, vol. 15,
no. 5, pp. 593‐600.
Chiesa, A et al. 2011, ‘Does
mindfulness training improve
cognitive abilities? A systematic
review of neuropsychological
findings’, Clin Psychol Rev, vol. 31,
no.3, pp. 449‐64.

23 studies.

Bernardy, K et al. 2010, ‘Efficacy of
Cognitive‐Behavioral Therapies in
Fibromyalgia Syndrome — A
Systematic Review and
Metaanalysis of Randomized
Controlled Trials’, The Journal of
Rheumatology, vol. 37 no. 10, pp.
1991‐2005.
Piet, J et al. 2011, ‘The effect of
mindfulness‐based cognitive
therapy for prevention of relapse
in recurrent major depressive
disorder: A systematic review and
meta‐analysis’, Psychology Review,
vol. 31, no. 6, pp. 1032–1040.

A total of 14 out of 27 RCT with 910
subjects with a median treatment time
of 27 hours.

Six randomized controlled trials with a
total of 593 participants were included
in the meta‐analysis.

comparison study between MBSR and standard relaxation training found
that both treatments were equally able to reduce stress. Furthermore,
MBSR was able to reduce ruminative thinking and trait anxiety, as well as
to increase empathy and self‐compassion.
Reviewed studies suggested that early phases of mindfulness training,
which are more concerned with the development of focused attention,
could be associated with significant improvements in selective and
executive attention whereas the following phases, which are characterized
by an open monitoring of internal and external stimuli, could be mainly
associated with improved unfocused sustained attention abilities.
Additionally, MMPs could enhance working memory capacity and some
executive functions.
CBT can be considered to improve coping with pain and to reduce
depressed mood and healthcare‐seeking behaviour in fibromyalgia.

MBCT reduced the risk of relapse with 34% relative to controls.

Submission to the Natural Therapy Review, Department of Health and Ageing, Australia
Source: Office of the Director of Education, Endeavour College of Natural Health, Brisbane, Australia
January 2013

1.4 Lifestyle Modification Evidence Tables
21 articles included.

MBSR improved mental health in 11 studies compared to wait list control
or treatment as usual (TAU) and was as efficacious as active control group
in three studies. MBCT reduced the risk of depressive relapse in two
studies compared to TAU and was equally efficacious to TAU or an active
control group in two studies. Overall, studies showed medium effect sizes.
Among other limitations are lack of active control group and long‐term
follow‐up in several studies.

Regehr, C et al. 2012,
‘Interventions to reduce stress in
university students: A review and
meta‐analysis’ J Affect Disord,
doi:10.1016/j.jad.2012.11.026.

Twenty‐four studies, involving 1431
students were included in the meta‐
analysis.

Studies were eligible for inclusion if the assignment of study participants to
experimental or control groups was by random allocation or parallel cohort
design. Cognitive, behavioural and mindfulness interventions were
associated with decreased symptoms of anxiety. Secondary outcomes
included lower levels of depression and cortisol.

Galante, J 2012, ‘Effects of
mindfulness‐based cognitive
therapy on mental disorders: a
systematic review and meta‐
analysis of randomised controlled
trials’, Journal of Research in
Nursing November, vol. 29.

11 studies evaluating depression and
compared additive MBCT against usual
treatment.

Our objective was to systematically review and meta‐analyse the evidence
on the effectiveness and safety of MBCT for the treatment of mental
disorders. After 1 year of follow‐up MBCT reduced the rate of relapse in
patients with three or more previous episodes of depression by 40% (5
studies, relative risk [95% confidence interval]: 0.61 [0.48, 0.79]). Other
meta‐analysed outcomes were depression and anxiety, both with
significant results but unstable in sensitivity analyses. Methodological
quality of the reports was moderate.

Fjorback, LO, et al. 2011,
‘Mindfulness‐Based Stress
Reduction and Mindfulness‐Based
Cognitive Therapy – a systematic
review of randomized controlled
trials’, Acta Psychiatrica
Scandinavica, vol. 124, no. 2, pp.
102–119.
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Physical Activity/Exercise
Citation
Fagard RH 2001, ‘Exercise
characteristics and the blood
pressure response to dynamic
training’, Med Sci Sports Exerc, vol.
33, no. 6, pp. 484–492.

Study Numbers
44 studies, including 2674 participants.

Outcomes
Training from three to five times per week during 30‐‐60 min per session at
an intensity of about 40‐‐50% of net maximal exercise performance
appears to be effective with regard to blood pressure reduction.

Jolliffe, JA, Rees, K, Taylor, RS, et
al. 2001, ‘Exercise‐based
rehabilitation for coronary heart
disease’, Cochrane Database Syst
Rev, vol. 1.

51 studies, including 8440 participants.

Comprehensive, exercise‐based cardiac rehabilitation reduces mortality
rates in patients after myocardial infarction.

Leon, AS, Sanchez, O 2001, ‘Meta‐
analysis of the effects of aerobic
exercise training on blood lipids’,
Circulation, vol. 104, no. 2, pp.
414‐15.

52 studies, including 4700 participants.

Aerobic exercise training programs of 12 weeks duration or greater
demonstrated an average increase in HDL‐C levels of 4.6% and reductions
in triglyceride and LDL‐C concentrations of 3.7% and 5.0%.

Netz, Y, Wu, M, Becker, BJ, et al.
2005, ‘Physical activity and
psychological well‐being in
advanced age: a meta‐analysis of
intervention studies’, Psychology
and Aging, vol. 20, no. 2, pp. 272‐
284.
Thompson, PD, Crouse, SF,
Goodpaster, B, et al. 2001, ‘The

36 of 250 studies met inclusion criteria.

Physical activity enhances psychological well‐being in older adults.

9 studies, including 337 participants.

Physical activity reduces insulin resistance and glucose intolerance,
postprandial hyperglycemia, and possibly hepatic glucose output.
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acute versus the chronic response
to exercise’, Med Sci Sports Exerc,
vol. 33, no. 6, pp. 438–445.

Table 1.4.2 Clinical Efficacy Randomised Controlled Trials
Mindfulness‐ Based Therapy

Citation
Perich, T, et al. 2012, ‘A
randomized controlled trial of
mindfulness‐based cognitive
therapy for bipolar disorder’, Acta
Psychiatr Scand, doi:
10.1111/acps.12033.

Participants
95 participants
with a DSM‐IV
diagnosis of bipolar
disorder.

Treatment
Random allocation
to either MBCT
(n=48) plus TAU or
TAU (n=47) alone.

Outcomes
This finding suggests a potential role of MBCT in reducing anxiety
comorbid with bipolar disorder.

Van Son, J et al. 2012, ‘The Effects
of a Mindfulness‐Based
Intervention on Emotional Distress,
Quality‐of‐Life, and HbA1c in
Outpatients With Diabetes A
randomized controlled trial’,
Diabetes Care.

139 outpatients
with diabetes (type
1 or type 2) and
low levels of
emotional well‐
being were.

Randomized to
MBCT (n = 70) or a
waiting list group
(n = 69).

Compared with control, MBCT was more effective in reducing stress
(P < 0.001, Cohen d = 0.70), depressive symptoms (P = 0.006, d =
0.59), and anxiety (P = 0.019, d = 0.44). In addition, MBCT was more
effective in improving quality‐of‐life (mental: P = 0.003, d = 0.55;
physical: P = 0.032, d = 0.40). We found no significant effect on
HbA(1c) or diabetes‐specific distress, although patients with elevated
diabetes distress in the MBCT group tended to show a decrease in
diabetes distress (P = 0.07, d = 0.70) compared with the control
group.

Würtzen, H et al. 2012,
‘Mindfulness significantly reduces
self‐reported levels of anxiety and

336 women
operated on for
breast cancer
(stage I‐III).

Randomised to
usual care or
MBSR+usual care

The 8‐week group based MBSR intervention had clinically meaningful,
statistically significant effects on depression and anxiety after 12
months' follow‐up, and medium‐to‐large effect sizes. Findings
support the dissemination of MBSR among women with breast
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depression: Results of a
randomised controlled trial among
336 Danish women treated for
stage I‐III breast cancer’, Eur J
Cancer.

cancer.

Lengacher, CA, et al. 2012,
‘Mindfulness based stress
reduction in breast cancer:
evaluating fear of recurrence as a
mediator of psychological and
physical symptoms in a randomized
control trial’, J Behav Med.

Eighty‐two post‐
treatment breast
cancer survivors
(stages 0‐III)

Randomised to a 6‐
week MBSR(BC)
program (n = 40) or
to usual care group
(UC) (n = 42).

(1) change in fear of recurrence problems mediated the effect of
MBSR (BC) on 6‐week change in perceived stress (z = 2.12, p = 0.03)
and state anxiety (z = 2.03, p = 0.04); and (2) change in physical
functioning mediated the effect of MBSR (BC) on 6‐week change in
perceived stress (z = 2.27, p = 0.02) and trait anxiety (z = 1.98,
p = 0.05). MBSR (BC) reduces fear of recurrence and improves
physical functioning which reduces perceived stress and anxiety.

Gross, CR et al. 2011, ‘Mindfulness‐
based stress reduction for solid
organ transplant recipients: a
randomized controlled trial’, Altern
Ther Health Med, vol. 16, no. 5, pp.
30‐8.

72 participants,
recipients of
kidney,
kidney/pancreas,
liver, heart or lung
transplants.

Controlled trial
with 2‐staged
randomisation,
MBSR (n=72),
health education
(n=66).

MBSR reduced distressing symptoms of anxiety, depression, and poor
sleep and improved quality of life. Benefits were sustained over 1
year. A health education program provided fewer benefits, and
effects were not as durable. MBSR is a relatively inexpensive, safe,
and effective community‐based intervention.

Fjorback, LO, et al. 2013,
‘Mindfulness therapy for
somatization disorder and
functional somatic syndromes —
Randomized trial with one‐year
follow‐up’, J Psychosomatic Res,
vol. 74, no. 1, pp. 31‐40.

Patients with
somatization
disorder and
functional somatic
syndromes N=119.

Randomisation to
mindfulness
therapy or to
enhanced
treatment as usual.

In the mindfulness therapy group, improvement was obtained toward
the end of treatment and it remained present at the 15‐month
follow‐up, whereas the enhanced treatment as usual group achieved
no significant change until 15‐month follow‐up. Considering the
more rapid improvement following mindfulness, mindfulness therapy
may be a potentially useful intervention in BDS patients.
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Spek, AA, et al. 2013, ‘Mindfulness‐
based therapy in adults with an
autism spectrum disorder: a
randomized controlled trial’, Res
Dev Disabil, vol. 34, vol. 1, pp. 246‐
53.

High functioning
Adults with Autistic
Spectrum
Disorders, N=42.

Randomised into
Mindfulness based
therapy or a wait‐
list control group.
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Results showed a significant reduction in depression, anxiety and
rumination in intervention group but not in control group. Positive
affect increased in intervention group but not in the control group.

1.4 Lifestyle Modification Evidence Tables
Physical Activity/Exercise

Source

Study Numbers

Treatment

Brodin, N, Eurenius, E, Jensen, I,
et al. 2008, ‘Coaching patients
with early rheumatoid arthritis
to healthy physical activity: A
multicenter, randomized,
controlled study’, Arthritis Care
& Research, vol. 59, no. 3, 325‐
31.

228 rheumatoid arthritis
patients (169 women, 59
men, mean age 55 years,
mean time since diagnosis
21 months).

All patients were
regularly seen by
rheumatologists and
underwent
rehabilitation as
prescribed. Those in the
intervention group were
further individually
coached by a physical
therapist to reach or
maintain healthy
physical activity (≥30
minutes, moderately
intensive activity, most
days of the week).
Participants were
randomized to lifestyle‐
focused, fitness‐
oriented gym classes
(treatment group) or
standard gym classes
(control group) for 9
months. Children
underwent evaluation of
fasting insulin and
glucose levels, body
composition by means

Carrel, AL, Clark, RR, Peterson,
50 overweight middle
SE, et al. 2005, ‘Improvement of school children.
fitness, body composition, and
insulin sensitivity in overweight
children in a school‐Based
exercise program: a
randomized, controlled study’,
Arch Pediatr Adolesc Med, vol.
159, no. 10, pp. 963‐68.
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Outcomes
A 1‐year coaching program for healthy physical activity
resulted in improved perceived health status and muscle
strength in patients with RA.

Children enrolled in fitness‐oriented gym classes showed
greater loss of body fat, increase in cardiovascular fitness,
and improvement in fasting insulin levels than control
subjects.

1.4 Lifestyle Modification Evidence Tables

Castaneda, C, Layne, JE, Munoz‐
Orians, L, et al. 2002, ‘A
randomized controlled trial of
resistance exercise training to
improve glycemic control in
older adults with type 2
diabetes’, Diabetes Care, vol.
25, no. 12, pp. 2335‐41.
Church, TS, Earnest, CP,
Skinner, JS, Blair, SN, 2007,
‘Effects of different doses of
physical activity on
cardiorespiratory fitness among
sedentary, overweight or obese
postmenopausal women with
elevated blood pressure: a
randomized controlled trial’,
JAMA, vol. 297, no. 19, pp.
2081‐91.

62 older adults with Type 2
Diabetes.

464 sedentary,
postmenopausal
overweight or obese
women whose body mass
index ranged from 25.0 to
43.0 and whose systolic
blood pressure ranged
from 120.0 to 159.9 mm
Hg.

of dual energy
absorptiometry, and
maximum oxygen
consumption (V O2max)
treadmill testing at
baseline (before the
school year) and at end
of the school year.
High‐intensity
progressive resistance
training (PRT) 3 times
daily for 16 weeks.

Participants were
randomly assigned to 1
of 4 groups: 102 to the
nonexercise control
group and 155 to the 4‐
kcal/kg, 104 to the 8‐
kcal/kg, and 103 to the
12‐kcal/kg per week
energy‐expenditure
groups for the 6‐month
intervention period.
Target training intensity
was the heart rate
associated with 50% of
each woman's peak O2.
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PRT as an adjunct to standard of care is feasible and
effective in improving glycemic control and some of the
abnormalities associated with metabolic syndrome among
high‐risk older adults with type 2 diabetes.

Previously sedentary, overweight or obese postmenopausal
women experienced a graded dose‐response change in
fitness across levels of exercise training.
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Fuzhong, L, Harmer, P,
McAule,y E, et al. 2001, ‘An
evaluation of the effects of Tai
Chi exercise on physical
function among older persons:
A randomized controlled trial’,
Annals of Behavioral Medicine,
vol. 23, no. 2, pp. 139‐46.

94 community residents
ages 65 to 96 (M age = 72.8
years, SD = 5.1).

Lautenschlager, NT, Cox, KL,
Flicker L, et al. 2008, ‘Effect of
physical activity on cognitive
function in older adults at risk
of Alzheimer’s Disease’, JAMA,
vol. 300, no. 9, p. 1027.

138 participants, 50 years
or older, with reported
memory problems..

Marcus, BH, Albrecht, AE, King,
TK, et al. 1999, ‘The efficacy of
exercise as an aid for smoking
cessation in women: a
randomized controlled trial’,

281 healthy women.

Participants were
randomly assigned to
either a 6‐month
experimental (Tai Chi)
group (n = 49), which
exercised twice per
week for 60 min, or a
wait‐list control group (n
= 45). A 6‐item self‐
report physical
functioning scale,
assessing the extent of
behavioral dysfunction
caused by health
problems, was used to
evaluate change in
physical functioning
limitations as a result of
Tai Chi intervention.
24 week home‐based
physical activity
program.

12‐week behavior
modification program
and thrice‐weekly
sessions of supervised
vigorous exercise.
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6‐month Tai Chi exercise program was effective for
improving functional status in healthy, physically inactive
older adults.

A 6‐month program of physical activity provided
improvement in cognition over an 18‐month follow‐up
period.

Physical activity facilitates long‐term smoking cessation by
increasing the initial quit rate.

1.4 Lifestyle Modification Evidence Tables
Arch Intern Med, vol. 159, pp.
1229‐34.
Mutrie, N, Campbell, AM,
White, F, et al. 2007, ‘Benefits
of supervised group exercise
programme for women being
treated for early stage breast
cancer: pragmatic randomised
controlled trial’, BMJ, vol. 334,
p. 517.
Richards, SCM, Scott, DL, 2002,
‘Prescribed exercise in people
with fibromyalgia: parallel
group randomised controlled
trial’, BMJ, vol. 325, p. 185.

203 women undergoing
early stage breast cancer
treatment.

Supervised 12 week
group exercise
programme in addition
to usual care, compared
with usual care.

Supervised group exercise provided functional and
psychological benefit after a 12 week intervention and six
months later.

132 patients with
fibromyalgia.

Prescribed graded
aerobic exercise (active
treatment) and
relaxation and flexibility
(control treatment).

Prescribed graded aerobic exercise is a simple, cheap,
effective, and potentially widely available treatment for
fibromyalgia.

Rolland, Y, Pillard, F,
Klapouszczak, A, et al. 2007,
‘Exercise program for nursing
home residents with
Alzheimer's disease: a 1‐year
randomized, controlled trial’,
Journal of the American
Geriatrics Society, vol. 55, no. 2,
pp. 158‐65.

One hundred thirty‐four
ambulatory nursing home
patients with mild to
severe AD.

Collective exercise
program (1 hour, twice
weekly of walk,
strength, balance, and
flexibility training) or
routine medical care for
12 months.

A simple exercise program, 1 hour twice a week, led to
significantly slower decline in ADL score in patients with AD
living in a nursing home than routine medical care.
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Singh, NA, Clements, KM, Singh,
MA 2001, ‘The efficacy of
exercise as a long‐term
antidepressant in elderly
subjects: a randomized,
controlled trial’, J Gerontol A
Biol Sci Med Sci, vol. 56, no. 8,
pp. 497‐504.

32 depressed patients
(71.3 ± 1.2 years of age,
mean ± SE).

Exercisers engaged in 10
weeks of supervised
weight‐lifting exercise
followed by 10 weeks of
unsupervised exercise.
Controls attended
lectures for 10 weeks.

Unsupervised weight‐lifting exercise maintains its
antidepressant effectiveness at 20 weeks in depressed
elderly patients.

Tsai, JC, Wang, WH, Chan, P, et
al. 2003, ‘The beneficial effects
of Tai Chi Chuan on blood
pressure and lipid profile and
anxiety status in a randomized
controlled trial’, The Journal of
Alternative and Complementary
Medicine, vol. 9, no. 5, pp. 747‐
54.

Two (2) selected groups of
76 healthy subjects with
blood pressure at high‐
normal or stage I
hypertension.

A 12‐week Tai Chi Chuan
exercise training
program was practiced
regularly with a
frequency of 3 times per
week. Each session
included 10‐minute
warm‐up, 30‐minute Tai
Chi exercise, 10‐minute
cool‐down. Exercise
intensity was estimated
to be approximately
64% of maximal heart
rate.

Tai Chi exercise training could decrease blood pressure and
results in favourable lipid profile changes and improve
subjects' anxiety status.
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Biophilia – contact with nature

Citation

Study Numbers

Bell, JF, Wilson, JS, & Liu, GC, 2008,
‘Neighborhood greenness and 2‐
year changes in Body Mass Index
of children and youth’, American
Journal of Preventive Medicine,
vol. 35, no. 6, pp. 547‐553.

Children and youth aged 3–16
years who lived at the same
address for 24 consecutive
months and received well‐
child care from a Marion
County IN clinic network
within the years 1996–2002
n=3831.
38 participants, mean age =
22.62 years

Berman, MG, Jonides, J, Kaplan, S
2008, ‘The Cognitive benefits of
interacting with nature’,
Psychological Science, vol. 19, no.
12, pp. 1207‐12.

Treatment

Outcomes

Measuring time children
spend outside in nature

Greenness may present a target for environmental approaches to
preventing child obesity. Children and youth living in greener
neighborhoods had lower BMI z‐scores at Time 2, presumably due
to increased physical activity or time spent outdoors.
Conceptualizations of walkability from adult studies, based solely
on residential density, may not be relevant to children and youth
in urban environments.

Participants who had
either exposure to a
natural or urban
environment were tested
to evaluate the influence
of the environment on
cognitive function
Post‐surgery patients were
assigned a room with a
view or a brick wall.

Interaction with the natural environment improved directed‐
attention abilities.

Ulrich, R 1984, ‘View through a
window may influence recovery
from surgery’, Science, vol. 224,
no. 4647, pp. 429 – 421

46 participants

Egelund Niels Aarhus University in
Denmark, OPUS Research centre,
at the University of Copenhagen
Jan 2013.

19,527 school children.

Children were either
driven by car to school or
rode to school.

Louv, R, Maryland Partnership for
Children in Nature , Children in
Nature – Key Recommendations,

Maryland State Project.

Looking at the social
impact on children and the
wider community when
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Twenty three surgical patients assigned a room with windows
looking out on a natural scene had shorter postoperative
hospitable stays, received fewer negative evaluative comments in
nurses’ notes, and took fewer potent analgesics than 23 patients in
similar rooms with windows facing a brick wall.
If you drive your child to school, you decrease your child’s ability
to learn the rest of the school day. On the flip side, when children
walk or bike to school, instead of being driven in a car, they
concentrate much better and the effects last for a while.

Nature Deficit Disorder, describes the human costs of alienation
from nature, the diminished use of the senses’ difficulties,higher
rates of physical and emotional illnesses detected in individuals,

1.4 Lifestyle Modification Evidence Tables
Scientific American, 4 August 2009.

nature is deprived in inner
city living.

Charles, C, Louv, R, Bodner, L, &
Guns, B 2009, ‘Children and nature
2009: A report on the movement
to reconnect children to the
natural world’, Santa Fe, NM:
Children & Nature Network.

800 mothers with children
between the ages of 3 and 12
found.

Cleland, V, Crawford, D, Baur,
LA, Hume, C, Timperio, A, &
Salmon, J 2008, ‘A prospective
examination of children’s time
spent outdoors, objectively
measured physical activity and
overweight’, International Journal
of Obesity, vol. 32, pp. 1685‐93.

Three‐year cohort study with
data collected during 2001
and 2004. Nineteen randomly
selected state elementary
schools across Melbourne,
Australia. One hundred and
eighty eight 5–6‐year‐old and
360 10–12‐year‐old children.

Cleland, V, Timperio, A, Salmon, J,
Hume, C, Baur, LA, Crawford, D
2010, ‘Predictors of time spent
outdoors among children: 5‐year
longitudinal findings’, J Epidemiol
Community Health, vol. 64, no. 5,
400‐6.

The time children spent
outdoors in 2001, 2004 and
2006 (aged 5‐6 and 10‐12
years at baseline) was
reported by their parents
(n=421).

families and communities when away from nature.

The physical benefits are obvious—more outdoor play, of any kind,
will help prevent child obesity. Other benefits the psychological,
cognitive and creative gifts that nature experience offers children.
Children were found to be smarter, more cooperative, happier and
healthier when they have frequent and varied opportunities for
free and unstructured play in the out‐of‐doors. Students score
higher on standardized tests when natural environments are
integral to schools’ curricula. Effects of attention‐deficit disorder
are reduced when children have regular access to the out‐of‐
doors.
This study aimed to
determine whether time
spent outdoors was
associated with objectively
measured physical activity,
body mass index (BMI) z‐
score and overweight in
elementary‐school aged
children, cross‐sectional
and prospectively over 3
years.
Given the importance of
physical activity for health
and age‐related declines in
physical activity,
understanding influences
on related behaviours,
such as time outdoors, is
crucial. This study aimed to
understand individual,
social and physical
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Encouraging 10–12‐year‐old children to spend more time outdoors
may be an effective strategy for increasing physical activity and
preventing increases in overweight and obesity. Intervention
research investigating the effect of increasing time outdoors on
children’s physical activity and overweight is warranted.

Individual (indoor and outdoor tendencies) and social factors
(social opportunities, parental encouragement and parental
supervision) predicted children's time outdoors over 5 years.
Interventions targeting reduced indoor tendencies, increased
outdoor play with others, and increased parental encouragement
and supervision are warranted.

1.4 Lifestyle Modification Evidence Tables

Davison, KK, Lawson, CT, 2006, ‘Do
attributes in the physical
environment influence children’s
physical activity? A review of the
literature’, Int J Behav Nutr Phys
Act, vol. 3, no. 19.

Thirty three quantitative
studies that assessed
associations between the
physical environment
(perceived or objectively
measured) and physical
activity among children (ages
3 to 18‐years) and fulfilled
selection criteria were
reviewed.

Ferreira, I, Horst, K, Van der, W,
Kremers, S, Van Lenthe, FJ, Brug J
2006, ‘Environmental correlates of
physical activity in youth ‐ a review
and update’, Obes Rev, vol. 8, pp.
129‐154.

3293 students, aged 12±0.6
years, randomly selected from
eastern France middle
schools.

Frumkin, H 2001, ‘Beyond toxicity
human health and the natural
environment. American Journal of
Preventative Medicine’, vol. 20,

environmental influences
on longitudinal changes in
urban children's time
outdoors.
Many youth today are
physically inactive. Recent
attention linking the
physical or built
environment to physical
activity in adults suggests
an investigation into the
relationship between the
built environment and
physical activity in children
could guide appropriate
intervention strategies.
Using geographical
information systems (GIS),
spatial accessibility to PA
facilities (urban and
nature) was assessed using
the distance to PA facilities
at the municipality level;
spatial accessibility to food
outlets (general food
outlets, bakeries and fast‐
food outlets) was
calculated at individual
level using the student
home address and the
food outlets addresses.
Four aspects of the built
environment, at different
spatial scales—nature
contact, buildings, public
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Results highlight links between the physical environment and
children's physical activity.

These results indicate that disparities in spatial accessibility to
physical activity facilities and to general food outlets may amplify
the risk of overweight in socio‐economically disadvantaged youth.
These data should be relevant for influencing health policies and
urban planning at both a national and local level.

Public health needs to rediscover the importance of place. From
nature contact to buildings, from public places to cities, there are
research needs and unmet opportunities to design and build
healthy places. As health professionals, urban planners and
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no. 3, pp. 234‐40.

Kuo, FE, Taylor, AF 2004, ‘A
potential natural treatment for
attention deficit/hyperactivity
disorder: Evidence from a national
study. American Journal of Public
Health’, vol. 94, no. 9, 1580–1586.

1053 children aged 5 to 18
years who had been formally
diagnosed with ADHD by a
physician.

Taylor, AF, Kuo, FE 2006, Is contact
with nature important for healthy
child development? State of the
evidence. In C. Spencer, & M.
Blades (Eds.), Children and their
environments: Learning, using and
designing spaces (pp. 124–139).
Cambridge, UK: Cambridge
University Press.

96 children 7 to 12.

Wells, NM 2000, ‘At home with
nature: Effects of “greenness” on
children’s cognitive function’,
Environment and Behavior, vol. 32,
no. 6, pp. 775–795.

spaces, and urban form—
are identified as offering
promising opportunities
for public health research,
and potential research
agendas for each are
discussed.
Examined the impact of
relatively “green” or
natural settings on
attention‐
deficit/hyperactivity
disorder (ADHD) symptoms
across diverse
subpopulations of children.
Attention Restoration
Theory suggests that
contact with nature sup‐
ports attentional
functioning, and a number
of studies have found
contact with every‐ day
nature to be related to
attention in adults.
The nearby natural
environment plays a far
more significant role in the
well‐being of children
residing in poor urban
environments than has
previously been
recognized.
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architects, transportation engineers and real estate developers,
environmental psychologists and geographers learn the
vocabularies and perspectives of each other’s fields and pursue
active collaborations, these research questions will be asked and
answered with solid evidence, and healthier, more sustainable
human environments will be envisioned, planned, and built.
Green outdoor settings appear to reduce ADHD symptoms in
children across a wide range of individual, residential, and case
characteristics.

Results indicate that children function better than usual after
activities in green settings and that the “greener” a child’s play
area, the less severe his or her attention deficit symptoms. Thus,
contact with nature may sup‐ port attentional functioning in a
population of children who desperately need attentional support.

Results indicate that children whose homes improved the most in
terms of greenness following relocation also tended to have the
highest levels of cognitive functioning following the move. The
implications with respect to policy and design are also discussed.
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Wells, NM 2003, ‘Nearby nature: A
buffer of life stress among rural
children’, Environment and
Behavior, vol. 33, no. 3, pp. 311–
330.

Identifying mechanisms
that buffer children from
life’s stress and adversity is
an important empirical and
practical concern. This
study focuses on nature as
a buffer of life stress
among rural children.

In a rural setting, levels of nearby nature moderate the impact of
stressful life events on the psychological well‐being of children.
Specifically, the impact of life stress was lower among children
with high levels of nearby nature than among those with little
nearby nature. Implications of these finding are discussed with
respect to our understanding of resilience and protective
mechanisms.

Sleep

Citation

Study numbers

Although research into the efficacy and mechanisms of yoga is in its infancy,
the findings reported to date are supportive and, along with this finding of
improved sleep, suggest that the health effects of yoga in cancer patients
should be explored further. The benefits that have been documented and the
potential impact of these benefits on the psychologic and physical sequelae
of cancer are important enough to warrant the further study of developing
such programs for cancer patients.

Cohen, L, Warneke, C, Fouladi, R,
Rodriguez, A, Chaoul‐Reich A, Psychological
adjustment and sleep quality in a
randomized trial of the effects of a Tibetan
yoga intervention in patients with
lymphoma’, Cancer, vol. 100, no. 10, pp.
2253–2260.

Franco, OH et al, 2012, ‘Cross‐cultural
comparison of correlates of quality of life
and health status: the Whitehall II Study

Outcomes

Participants were 6,472
white subjects (1,829
women) from the

Using two large populations from the UK and US, we aimed to evaluate and
compare measured levels of QoL and the key factors correlated with these
levels. Age, sleep duration and depressive symptoms were the main factors
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and the Western New York Health Study’,
Eur J Epidemiol, vol. 27, no. 4, pp. 255‐65.

Whitehall II Study (mean
age 55.8 years) and 3,684
white subjects (1,903
women) from the Western
New York Health Study
(mean age 58.7 years).

correlated with both physical and mental QoL in both samples. Strongest
associations were between lifestyle and co‐morbidity factors and the physical
health component of the Short Form‐36 rather than the mental health
component. This is a novel finding which warrants further consideration.

Furihata, R et al, 2012, ‘The association
between sleep problems and perceived
health status: a Japanese nationwide
general population survey’, Sleep Med. vol.
13, no. 7, pp. 831‐7.

2559 people 20 years and
over.

Analyses revealed that difficulty maintaining sleep [DMS], poor sleep quality
(PSQ), short sleep duration (SSD), and long sleep duration (LSD) were
independently associated with poor perceived physical health status. This
study has demonstrated that sleep problems have individual significance with
regard to perceived physical or mental health status

Health Council of the Netherlands. The
Influence of Night‐time Noise on Sleep and
Health. The Hague: Health Council of the
Netherlands, 2004; publication no.
2004/14E.ISBN 90‐5549‐550‐6 The
Influence of Night‐time Noise on Sleep and
Health
http://www.gezondheidsraad.nl/sites/defa
ult/files/Sleep%20and%20health%20rev%2
0version.pdf

100,000 people for the
year of 2000 and 2003

The Committee believes there is sufficient evidence that night‐time noise has
an adverse effect on quality of sleep and general well‐being. Reduced sleep
quality is evident from studies on reduced self‐reported sleep quality,
difficulty falling asleep and remaining asleep, more frequent awakening
during the night shorter sleep periods and increased motility during sleep.

Hung, HC et al. 2013, ‘The Association
between Self‐Reported Sleep Quality and
Metabolic Syndrome’, PloseOne, vol. 8, no.
1, p. 54304.

3,435 subjects

899 (26.2%) had metabolic syndrome. Subjects with metabolic syndrome had
higher PSQI and prevalence of poor sleepers than those without metabolic
syndrome.
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Kyle, SD, Crawford, MR, Morgan, K,
Spiegelhalder, K, Clark, AA, Espie, CA 2013,
‘The Glasgow Sleep Impact Index (GSII): A
novel patient‐centred measure for
assessing sleep‐related quality of life
impairment in Insomnia Disorder’. Sleep
Med

One‐hundred and eight
patients (71% female;
Mean age=45yrs)

Content analysis proposals for specification of daytime consequences of
insomnia; with the most commonly cited areas reflecting impairments in
energy/motivation, work performance, cognitive functioning, emotional
regulation, health/well‐being, social functioning and relationship/family
functioning.

Tuomilehto, H, Peltonen M, Partinen M,
‘Sleep Duration, Lifestyle Intervention, and
Incidence of Type 2 Diabetes in Impaired
Glucose Tolerance’,
The Finnish Diabetes Prevention Study
Diabetes Care, vol. 32 no. 11 1965‐1971
Vyas, V, Garg, A, Iansavichus, A,Costella, J,
Donner, A, Laugsand, L, Janszky, I,
Mrkobrada, M, Parraga, G, Hackam, D, Shift
work and vascular events: systematic
review and meta‐analysis’, BMJ, vol. 345, p.
4800.

522 individuals (aged 40–
64 years)

Long sleep duration is associated with increased type 2 diabetes risk. Lifestyle
intervention with the aim of weight reduction, healthy diet, and increased
physical activity may ameliorate some of this excess risk.

34 studies in 2 011 935
people were identified

Shift work is associated with myocardial infarction, coronary events, and
ischaemic stroke; the relative risks are modest, but population attributable
risks are high .These findings seem to be robust and insensitive to publication
bias, quality of study, and socioeconomic status.

Yamagami, T 2002, ‘Parental obesity,
lifestyle factors and obesity in preschool
children: results of the Toyama Birth
Cohort study’, Journal of Epidemiology, vol.
12, no. 1, pp. 33‐39.

8941 children aged 3 years

There was a dose‐response relationship between short sleeping hours and
obesity. Eating and exercising habits were not significantly associated with
obesity. These results indicate that parental obesity and short sleeping hours
are possible risk factors for obesity in preschool children
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Table 1.4.3 Cost Effectiveness Studies
Mindfulness‐ Based Therapy
Source

Participants/ Setting

Study Design

Outcomes

Fjorback, LO et al 2012,
‘Mindfulness therapy for
somatization disorder
and functional somatic
syndromes: Analysis of
economic consequences
alongside a randomized
trial’, Journal of
Psychosomatic
Research, vol. 74, no. 1 ,
pp. 41‐48.

Patients with
somatization
disorder and
functional somatic
syndromes such as
fibromyalgia and
chronic fatigue
syndrome, defined as
bodily distress
syndrome (BDS),
N=119

BDS patients were
randomized to mindfulness
therapy or enhanced
treatment as usual and
compared with 5950 matched
controls.
Register data were analyzed
from 10 years before their
inclusion to 15‐month follow‐
up. The main outcome
measures were disability
pension at the 15‐month
follow‐up and a reduction in
total health care costs.

At 15 month follow‐up, 24% from mindfulness therapy
group received disability pension compared with 45%
from the specialised treatment group. Total health care
use was reduced over time in both groups from the year
before inclusion (mean $5324, median $2971) to the year
after inclusion (mean $3644, median $1593).
Mindfulness therapy may prevent disability pension and it
may have a potential to significantly reduce societal costs
and increase the effectiveness of care. Accumulated
weeks of unemployment and sickness benefit are possible
risk factors for BDS (bodily distress syndrome).

Submission to the Natural Therapy Review, Department of Health and Ageing, Australia
Source: Office of the Director of Education, Endeavour College of Natural Health, Brisbane, Australia
January 2013

1.4 Lifestyle Modification Evidence Tables
Physical Activity/Exercise
Source

Participants/ Setting

Study Design

Outcomes

Garrett, S, Elley, CR,
Rose SB, et al. 2011,
‘Are physical activity
interventions in
primary care and the
community cost‐
effective? A
systematic review of
the evidence’, The
British Journal Of
General Practice, vol.
61, no. 584, pp. 125‐
133.

13 studies fulfilled the inclusion criteria

Systematic review of
cost‐effectiveness
studies based on
randomised controlled
trials of interventions
to increase adult
physical activity that
were based in primary
health care or the
community,
completed between
2002 and 2009.

Most interventions to increase physical activity were
cost‐effective, especially where direct supervision or
instruction was not required. Walking, exercise groups, or
brief exercise advice on prescription delivered in person,
or by phone or mail appeared to be more cost‐effective
than supervised gym‐based exercise classes or instructor‐
led walking programmes

Munro, JF, Nicholl, JP,
Brazier, JE, et al. 2004,
‘Cost effectiveness of
a community based
exercise programme
in over 65 year olds:
cluster randomised
trial’, J Epidemiol
Community Health,
vol. 58, pp. 1004‐10.

12 general practices in Sheffield; four
randomly selected as intervention
populations, and eight as control
populations; those aged 65 and over in
the least active four fifths of the
population responding to a baseline
survey. There were 2283 eligible
participants from intervention practices
and 4137 from control practices.

Cluster randomised
community
intervention; eligible
subjects were invited
to free locally held
exercise classes, made
available for two years

Despite a low level of adherence to the exercise
programme, there were significant gains in health related
quality of life. The programme was more cost effective
than many existing medical interventions, and would be
practical for primary care commissioning agencies to
implement.
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1.4 Lifestyle Modification Evidence Tables
Biophilia – contact with nature
Source

Natural England
Technical Information
Note TIN055 – An
estimate of the
economic and health
value and cost
effectiveness of the
expanded WHI
scheme 2009.
www.naturalengland.
org.uk/Images/TIN055
_tcm6‐12519.pdf

Participants/ Setting

Study Design

An estimate of the economic and health value
and cost effectiveness of the expanded WHI
scheme 2009
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Outcomes

The research concludes that if the population were afforded
equitable good access to green space, the estimated saving
to the health service could be in the order of £2.1 billion per
annum in England alone.

1.4 Lifestyle Modification Evidence Tables
Sleep
Source

Deloitte Access
Economics, 2011. Re‐
awakening Australia:
The economic cost of
sleep disorders in
Australia, 2010.
http://www.sleepheal
thfoundation.org.au/p
dfs/news/Reawakenin
g%20Australia.pdf

Participants/ Setting

Australian adults with sleep disorders

Study Design

The Economic Cost of
Sleep Disorders in
Australia,
commissioned by the
Sleep Health
Foundation

Outcomes

Reported that more than 1.5 million Australian adults,
equivalent to 9% of the population, now suffer from
sleep disorders. This number is up from 6% of the
population estimated to suffer from sleep disorders
reported in 2004. The prevalence of sleep disorders in
the community is in fact likely to be higher as only
individuals diagnosed with sleep disorders have been
considered.
The 2011 report found that:
• $250 million per annum is spent in the management
of sleep disorders
• $540 million per annum is spent on health care costs
for conditions associated with sleep disorders,
including cardiovascular disease, diabetes, and mood
disorders;
• an additional $4.3 billion per annum is spent in
indirect costs, including $3.1 billion in lost productivity
and $650 million in informal care and other costs
resulting from fatigue‐related workplace accidents and
motor vehicle crashes

Access Economics,
2008. Exceptional
Returns: The value of

Australian population

Costs benefits
analysis
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Disturbances to the sleep and circadian systems in
patients with dementia, including Alzheimer’s Disease,
Frontal temporal dementia and the prodrome to

1.4 Lifestyle Modification Evidence Tables
Investing in Health
R&D in Australia II.
http://www.asmr.org.
au/Publications.html

dementia Mild Cognitive Impairment (MCI), have been
associated with worsening of primary symptoms as
well as greater neurocognitive decline, both of which
contribute to an increased likelihood of patients being
placed into care, and increased health care needs.
Delaying the onset of dementia by 5 years through
Australian HMR will result in estimated savings of
$67.5 billion by 2040

Goss, J 2008,
‘Projection of
Australian Health
care expenditure by
disease’, Cat. No.
HWE 43. Canberra:
AIHW.

Australian population

Cost utility analysis
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Sleep disturbance, due to sleep disorders and other
factors such as shiftwork and voluntary sleep loss, has
been identified as a modifiable risk factor in the
development of obesity and diabetes type‐2.
Diabetes type‐2 is Australia’s largest growing chronic
disease and its incidence is projected to increase by
436% in the period 2003‐2033 [3]. Prevention or delay
of vision loss associated with diabetes alone will save
$7.6 billion by 2025

1.4 Lifestyle Modification Evidence Tables
Table 1.4.4 Quality and Safety Studies
Physical Activity/Exercise
Source

Study Design

Outcomes

Hootman, JM, Macera, CA,
Ainsworth, BE, et al. 2002,
‘Epidemiology of musculoskeletal
injuries among sedentary and
physically active adults’, Med Sci
Sports Exerc, vol. 34, pp. 838–
844.

Longitudinal Study

This study describes the types and frequencies of musculoskeletal injuries
among a cohort of adults with above average activity levels who were
enrolled in the Aerobics Center Longitudinal Study. Twenty‐five percent of
all participants reported a musculoskeletal injury. Of these, 83% were
activity‐related. Results suggest the need for developing and implementing
injury prevention programs targeted toward moderately active adults.

Lee, I, Shiroma, EJ, Lobelo, F, et
al. 2012, ‘Effect of physical
inactivity on major non‐
communicable diseases
worldwide: an analysis of burden
of disease and life expectancy’,
Lancet, vol. 380, pp. 219‐229

To analyse burden of disease, population
attributable fractions associated with
physical inactivity were calculated using
conservative assumptions for each of the
major non‐communicable diseases. This
provided estimation of how much disease
could be averted if physical inactivity were
eliminated. Life‐table analysis was used to
estimate gains in life expectancy of the
population
Interview Survey

Worldwide, physical inactivity causes 6% of the burden of disease
from coronary artery disease, 7% of type 2 diabetes, 10% breast
cancer, 10% colon cancer, 9% premature mortality (more than 5.3
million of the 57 million deaths that occurred worldwide in 2008).
If inactivity was decreased by 10% or 25%, more than 1.3 million
deaths, respectively could be averted annually.

Siscovick, DS, Weiss, NS, Fletcher,
RH, et al. 1984, ‘The incidence of
primary cardiac arrest during
vigorous exercise’, N Engl J Med,
vol. 311, pp. 874–877
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The relative risk of both exercise‐related myocardial infarction and
sudden death is greatest in individuals who are the least physically
active and who were performing unaccustomed vigorous physical
activity. Atherosclerotic CAD is the overwhelming cause of exercise‐
related deaths in adults.

2.0 Homeopathy Evidence Review
RESPONSE TO A REQUEST OF EVIDENCE IN CLINICAL EFFICACY, COST EFFECTIVENESS AND SAFETY AND QUALITY
OF HOMEOPATHIC MEDICINE BY THE CHIEF MEDICAL OFFICER OF AUSTRALIA.

AUTHOR: ANNE MACFARLANE, MSC

INTRODUCTION
Definition: Homeopathy is a whole medical system that was developed in the late 1700s by
German physician Dr Samuel Hahnemann.
Historical Context: It has undergone continuous development through the past 200 years
and expanded to be used worldwide with WHO estimates of over 500 million users,
especially in Europe, North America, India, Australia and New Zealand.

CLINICAL EFFICACY
For references and additional evidence see Table 2.1 Clinical Efficacy Meta‐analyses and
Systematic Reviews
Mathie et al (2013) published in the journal Homeopathy a systematic review or
randomised control trials in homeopathy (in humans) looking at important attributes and
comparing similar trial with attributes such as placebo control versus other than placebo
control. This systematic review gives an up to date (end 2011) of quality clinical trials in
homeopathy.
The results show that:


489 were initially considered for the systematic review



263 research papers were suitable for systematic review



217 placebo controlled RCT where identified.
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Meta‐analyses
For references and additional evidence see Table 2.1 Clinical Efficacy Meta‐analyses

Summary of Evidence:
Since 1991 there have been six comprehensive meta‐analysis of RCT in homeopathy. All
have drawn positive conclusions and results greater than placebo. (Faculty of Homeopathy)
In 1991 Kleijnen et al undertook at meta‐analysis of 105 studies based on validated criteria
with results demonstrating a 77% positive for homeopathy and they concluded that there
was a valid argument for further evaluation of homeopathy. This was followed in 1996 by
studies which only were of the highest quality. Fifteen studies were examined and the result
was a combined p‐value (p=0.0002) which showed significance in favour of homeopathy.
Their conclusion was that it was evident that homeopathy is more efficient than placebo.
Linde et al (1997) looked at 186 placebo controlled studies. They extracted data from 89 of
these looking at the odds ratio, a measure of association between an exposure and an
outcome, and found the odds combined ratio 2.45 (95% CI, 2.05 – 2.93) with the odds ratio
for the best 26 being 1.66 which they concluded that it was not possible that the clinical
effects of homeopathy are due to completely to placebo. The following year Linde and
Melchart (1998) looked at 32 studies that only used individualised homeopathy and found
that the combined coefficient = 1.62 (95% CI, 1.17 ‐ 2.23) which indicated that further
research was justified. Cucherat et al (2000) conducted 16 trials comparing them to placebo
with more positive than expected by chance alone and publication bias unlikely. The last
one to include is the controversial one by Shang et al in 2005 which looked at 110 trials
which the authors concluded that no significant effect exists with homeopathic medicine
however the conclusion has since been discredited due to selection bias by the researches.
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Randomised Control Trials
For references and additional evidence see Table 2.2 Clinical Efficacy Randomised
Controlled Trials
Summary of Evidence:
Randomised Control Trials (RCT) looking at efficacy, and cost effectiveness are numerous.
Examples of 53 Randomized Control Trials with the majority being placebo controlled are
summarized in the accompanying table. This is not a complete list of all RCT’s in
homeopathy but an illustration of the research in evidence‐based homeopathic medicine
over the last twenty years. The 53 RCT described at the end of this document all had
outcomes positive in favour of homeopathy whilst looking at a wide application of use
homeopathy in chronic medical conditions, many of which are complicated or expensive to
treat with conventional medicine. These trials illustrate an example of health benefits to
consumers as well as health system benefits through cost savings.

COST‐EFFECTIVENESS
For references and additional evidence see Table 2.3 Cost‐Effectiveness Studies
Summary of Evidence:
Research from around the world has demonstrated the cost benefits of homeopathy to the
communities, individuals and governments. Studies in countries where homeopathic costs
are fully or substantially met by government, demonstrate significant financial savings from
the intervention of homeopathic treatment. These cost saving may be similar in the
Australian environment indicating significant financial savings to public health care costs.
Two studies looking into improving outcomes for patients, by the addition of cheap and safe
homeopathic medicines enhancing the conventional treatment, documented greatly
shortened time in Intensive Care Units and improve outcomes for patients (Frass M, 2005;
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Frass & Linkesch, 2005). These interventions, if introduced more regularly, would reduce
health costs in public hospitals due to lower levels of concomitant morbidity.
In 2004 a Belgium observational study looked at information about the cost effectiveness
and usefulness of homeopathy in general medical practice. Eighty (80) General Practice
doctors asked their patient on the same day to complete a questionnaire. A total of 782
patient’s participated and all suffered with diseases that were sufficiently severe to interfere
in daily living by 78% (Van Wassenhoven M).
When compared with conventional treatment the patient reported that:


The consultations were longer but cost less.



Conventional medication was discontinued in over 52% of cases.



Conventional drugs were much less likely to be prescribed (27%).

This resulted in a reduction of prescription costs of 1/3 and a patient satisfaction of 95%.
89% of patients also said that their overall health had improved under homeopathic care.
The study concluded that patients were very satisfied with their homeopathic treatment;
both they and their physicians recorded significant improvements. Costs of homeopathic
treatment were significantly lower than conventional treatment.
A German study involving 493 patients seen in General Practice (GP) found that treatment
by a homeopath gave better outcomes than conventional treatment for similar costs. This
study published in 2005 was commissioned by a German health insurance company to see
whether they should continue to cover homeopathic treatment. The outcomes and costs of
homeopathic and conventional treatments were compared in patients being treated for
chronic conditions, commonly seen in general practice. These included headache, low back
pain, depression, insomnia and sinusitis in adults, as well as atopic dermatitis, allergic
rhinitis and asthma in children (Witt C, 2008).
In a French study involving 499 children aged 18 months to 4 years, homeopathic treatment
was found to be more medically effective and cost‐effective than antibiotics in the
treatment of recurrent upper respiratory tract infections. This study compared homeopathic
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and conventional treatment of recurrent acute rhinopharyngitis. Homeopathic treatment
gave significantly better results than antibiotics in terms of medical effectiveness (e.g.
number of episodes of illness) with lower direct medical costs (88 Euros versus 99 Euros)
and significantly less sick‐leave (9.5% of parents versus 31.6% of parents) (Trichard M).
A United Kingdom survey involving 223 patients in a National Health Service General
Practice found that over a 1 year period during which treatment by a homeopath was made
available, the number of consultations with GPs was reduced by 70% and expenses for
medication were reduced by 50%. In another study a survey of 500 patients at the Royal
London Homeopathic Hospital showed that many patients were able to reduce or stop
conventional medication following homeopathic treatment. The size of the effect varied
between diagnoses, for example 72% of patients with skin complaints reported being able
to stop or reduce their conventional medication; for cancer patients there was no reduction
(Sharples F).
Another study by Witt, Keil and Selim et al (2005) compared treatment by a homeopath
with conventional treatment for acute ear infections in children. Out of 103 children in the
homeopathy group, only 5 needed antibiotics. The children receiving homeopathy had
faster pain relief during the initial infection and fewer ear infections over the following year.
The results documented median duration of pain during acute otitis media (middle ear
infection) was 2 days in the homeopathy group and 3 days in conventional care group.
70.7% of the homeopathy group had no recurrence over the following year, compared with
56.5% of conventional care group and 29.3 % of the homeopathy group had a maximum of
three ear infections within one year (Witt C 2005) , compared with the study published in
the International Journal of Clinical Pharmacology and Therapeutics concluded that
homeopathy should be the first line treatment for acute otitis media in children (Friese KH) .
A report into the role of complementary and alternative medicine in the National Health
Service (UK) (Smallwood 2005) included a study which examined the prescription costs of 22
doctors in the UK (Swayne et al. 1992). The study found that practices which included a GP
using homeopathy prescribed 12% fewer items of medication per patient (including both
conventional drugs and homeopathic medicines) compared with other local practices.
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Smallwood reported that if this figure was extrapolated to a national level, the number of
items prescribed would be reduced by 41.5 million. A pilot study investigating the number
of prescriptions on average in a GP homeopathic practice, documented the data of the 22
doctors’ clinics and showed that fewer prescriptions were generated (76%) and that the
materials used in the prescriptions were more cost effective (Swayne et al 1992).
There has been a recent trend to admit more people to intensive care units (ICU), for
stabilization of a vast array of acute medical conditions such as heart attack. Outcomes
appear better for patients, but prolonged intubation and ventilation is not without its
inherent issues. This best practice approach is likely to have a substantial impact of the
health budget. In 2004 each patient admitted to ICU cost on average $2500‐ $9000 + per
person, per day, with average stay 3.5 days (Lin F).
Homeopathy may be a viable and cost effective measure for use in ICU patients. In 2005 a
randomised, double‐blind, placebo control study involved 50 patients intubated in ICU.
Sputum retention can delay the time a patient needs to remain on a ventilator and increase
the overall time the patient is required to remain in ICU. This German study showed that by
using homeopathic potassium dichromate the sputum lessened, reducing the intubation
and ICU admission time by on average 50%. These results translate to direct cost savings in
ICU budgets in certain circumstances (D. C. Frass M 2006). In another study using
homeopathy as an adjunct to antibiotics to reduce sepsis in ICU, also showed major health
benefit that would result in a significant cost benefit if adopted more routinely (Frass M,
2005).

In 2011 the Swiss government published a seven year review into the cost benefits and
efficacy of complementary medicines, including homeopathy. This review is the most
comprehensive evaluation of complementary medicine by any government to date (Ullman
2013). The homeopathic component of this study confirmed that homeopathy is both cost
effective and an effective health intervention. The report examined the scientific evidence
related to clinical studies and laboratory research related to homeopathy. It also conducted
its own cost effectiveness studies among Swiss physicians and patients including all
expenditures covered from consultation costs (diagnostic and therapeutic procedures),
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costs for medication (directly dispensed or prescriptions), costs for external laboratory
analyses, and costs for physiotherapy and concluded that:


The total practice costs for physicians who specialised in homeopathic medicine had
an overall 15.4 per cent reduction in overall health care costs associated with their
practice, as compared with physicians who practiced conventional medicine as well
as those physicians who practice other "complementary and alternative medicine"
treatments (but not homeopathic medicine). The significant reduction in health care
costs from homeopathic treatment represents a potential large savings of health
care systems.



The authors of the Swiss report noted patients seeking homeopathic and alternative
health care treatment tended to have more chronic illness (greater than three
months) and more serious illness, factors that would usually lead to higher health
care costs, but it was also discovered that the homeopathic patients tended to be
younger, which would usually lead to lower health care costs.



This significant 15 per cent saving from homeopathic care confirmed from an
independent Dutch study that analysed claims from a major health insurer also
found a 15 per cent reduction in health care costs associated with alternative
medical care by physicians who were trained in homeopathic medicine,
acupuncture, or anthroposophical medicine. The health economists who conducted
this research concluded that the lower costs resulted from fewer hospital stays and
fewer expensive prescription drugs. The authors also found that patients who go to
physicians who practice complementary and alternative medicine live longer lives
too.



In addition to reduced health care costs from homeopathic treatment, the report
also noted reductions in various indirect costs, including some studies showing
reduced days off from sickness in those patients under homeopathic care.
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The Swiss government also funded a study of more than 3,000 people that compared
"patient satisfaction" from those who sought care from a homeopathic physician vs.
those who sought care from a conventional medical doctor (Marian, Joost, Saini, et
al, 2008). Patients of homeopathic physicians were significantly more often
"completely satisfied" (53 per cent vs. 43 per cent) with their treatment than
patients of conventional doctors, without significant differences in the fulfilment of
their treatment related expectations. This study also documented that patients who
sought treatment from a conventional doctor had almost four times as many serious
side effects as those who sought homeopathic treatment.

SAFETY
Safety of both the medicinal substance or the application of this in homeopathic practice
has never been a significant concern. Starting materials from the homeopathic
manufacturing pharmacist is made to a level of 5x or 1/100,000. Dilutions at this level are
considered to be safe.
Source materials that may have a degree of risk are subject to the same workplace health
and safety precautions as any other laboratory material to minimize risks and maintain a
safe workplace. By the time the dilution is a 5x these risk are negligible.
Dantas & Rampes (2000) looked at adverse effects of homeopathic medicine, from 1970
until 1995. Using electronic databases, hand searching, searching reference lists, reviewing
the bibliography of trials, and other relevant articles, contacting homeopathic
pharmaceutical companies and drug regulatory agencies in UK and USA, and by
communicating with experts in they reviewed information regarding adverse effects of
homeopathic medicines identified The results showed that the likelihood of an adverse
event whist using homeopathic medicine prescribed by a homeopath was low.
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In Australia it is important to note that homeopaths are trained to a minimum standard. A
government‐endorsed National Competency Standards (NCS) for the education of
homeopaths in Australia which has been in place for about 10 years. All homeopaths that
are registered with homeopathy’s self‐regulating body, Australian Register of Homeopathy
(ARoH) are trained and meet the national competency standard, comparable to the best
and highest standards in the world.
A research article ‘Effectiveness, Safety and Cost‐Effectiveness of Homeopathy in General
Practice‐Summarized Health Technology Assessment’ by Bornhoft et al (2006),
systematically explored all electronic and paper databases looking at

research on

complementary medicine including homeopathy, which were then evaluated according to
internal and external evaluation criteria for the Swiss Review of complementary medicine.
There results and conclusions were:

Many high‐quality investigations of pre‐clinical basic research proved
homeopathic high‐potencies inducing regulative and specific changes in
cells or living organisms. 20 of 22 systematic reviews detected at least a
trend in favour of homeopathy. In our estimation 5 studies yielded results
indicating clear evidence for homeopathic therapy. The evaluation of 29
studies in the domain 'Upper Respiratory Tract Infections/Allergic
Reactions' showed a positive overall result in favour of homeopathy. 6 out
of 7 controlled studies were at least equivalent to conventional medical
interventions. 8 out of 16 placebo‐controlled studies were significant in
favour of homeopathy. Swiss regulations grant a high degree of safety due
to product and training requirements for homeopathic physicians. Applied
properly, classical homeopathy has few side‐effects and the use of high‐
potencies is free of toxic effects. A general health‐economic statement
about homeopathy cannot be made from the available data. Taking
internal and external validity criteria into account, effectiveness of
homeopathy can be supported by clinical evidence and professional and
adequate application be regarded as safe.
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Homeopathic medicine is considered safe and sold to the public as over‐the‐counter in
Britain, Europe, North and South America, Canada, India, New Zealand, Israel and countless
other countries. In Australia the Therapeutic Goods Administration (TGA) considers
homeopathy so low risk and safe that it made homeopathy exempt from listing on the
Australian Register of Therapeutic Goods (ARTG).

QUALITY
Homeopathic manufacturing has a long history of incorporating consistent and high
standards to ensure consistently high standards. Samuel Hahnemann, who developed the
system of homeopathy, was very concerned by the lack of standards in pharmacology when
he was a newly graduated doctor and these along with a number of other concerns forced
him to question much of what he was taught. As a consequence of this homeopathic
pharmacopoeias were quickly developed to ensure all manufacturing homeopathic
pharmacies were referring to the same source books to manufacture homeopathic
medicine.

Health Canada describes standards of Homeopathic manufacturing that manufacturing
pharmacies must comply with as,
To be considered a Homeopathic Medicine, a product must meet two criteria. It should be:
Manufactured from, or contain as medicinal ingredients, only those substances referenced in
a homeopathic monograph in one of the following homeopathic pharmacopoeias, as they are
amended from time to time:


Homeopathic Pharmacopeia of the United States (HPUS)



Homöopathisches Arzneibuch (HAB) (German Homeopathic Pharmacopoeia (GHP))



Pharmacopée française (French Pharmacopoeia) (PhF)
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European Pharmacopoeia (Ph.Eur.)



Encyclopedia of Homeopathic Pharmacopeia (EHP)Prepared in accordance with the
methods outlined in one of the above‐mentioned homeopathic pharmacopoeias, as
they are amended from time to time ("Canada Health" : Product Licensing Guidance
Document 2006).

Dr Jay Bornemann, chairman and CEO of homeopathic standards co. (US) was looking at
these concerns when wrote about the assured quality of homeopathic manufacture
particularly in USA.
He said:
That that homeopathic medicine is manufactured to an assured minimum standard as
outlined in the Homeopathic Pharmacopoeia of the United States and guarantees
highest quality (Bornemann 2013).

Homeopathic Pharmacopoeias in one form or another have been part of the American
homeopathic landscape since the nineteenth century. At the turn of the twentieth century,
the American Institute of Homeopathy took up the task of publishing the HPUS
(Homeopathic Pharmacopoeia US), and did so without significant revision until 1979.

Amongst many responsibilities, the primary function of HPCUS is to produce a document
that allows for the standardized manufacture of homeopathic drugs in the United States;
and more importantly, to define methods that assure the high quality of homeopathic
medicines to professionals, consumers and government alike.

"To be eligible for inclusion in the Homeopathic Pharmacopoeia of the United States, the
drug must meet criteria 1, 2, 3 and at least one of 4, 5, 6, or 7 as set forth below:
1) The HPCUS has determined that the drug is safe and effective.
2) The drug must be prepared according to the specifications of the General Pharmacy and
relevant sections of the Homeopathic Pharmacopoeia of the United States.
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3) The submitted documentation must be in an approved format as set forth in the
relevant sections of the Homeopathic Pharmacopoeia of the United States, and must
include any data relevant to toxicity.
4) The therapeutic use of a new and non‐official homeopathic drug is established by a
homeopathic drug proving and clinical verification acceptable to the HPCUS. During the
period of clinical verification, the drug will be accepted for provisional review and
should be available on a monitored basis. Refer to the guideline for Homeopathic Drug
Provings and the guideline for Clinical Verification for more information.
5) The therapeutic use of the drug is established through published documentation that
the substance was in use prior to 1962. This documentation must include the symptom
picture, including subjective and any objective symptoms. Such use and documentation
may include but are not limited to the medical literature of the following homeopathic
authors: S. Hahnemann, C. Herring, T.F. Allen, H.C. Allen, J.H. Clarke and J.T. Kent.
6) The therapeutic use of the drug is established by at least two adequately controlled
double blind clinical studies using the drug as the single intervention; each study is to be
accompanied by adequate statistical analysis and adequate description of the symptom
picture acceptable to the HPCUS which includes the subjective symptoms and, where
appropriate, the objective symptomatology.
7) The therapeutic use of the drug is established by: (A) data gathered from clinical
experience encompassing the symptom picture, pre‐ and post‐ treatment, including
subjective and any available objective symptoms, or (B) data documented in the medical
literature (all sources of medical literature may be considered on a case by case basis)
subjected to further verification (statistical and/or other forms of verification).

The Homeopathic Pharmacopoeia (US) is one of four pharmacopoeias that can be followed
and all four are committed to continuing and maintaining the highest standards of quality
homeopathic medicines (Bornemann 20113).

Australia doesn’t have its own Homeopathic pharmacopoeia but relies on standards set out
in global standards such as the German Homeopathic Pharmacopoeia, British Homeopathic
Pharmacopoeia, Indian and US homeopathic Pharmacopoeia.
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In Australia we have a very long history of high quality homeopathic manufacturing. Two
major manufactories of Homeopathic medicine are Martin and Pleasance, established 1855
and Brauer Natural Medicine established 1972, both these companies use the ‘state of the
art’ in manufacturing and workplace health and safety for their staff and consumers and
comply with the main homeopathic pharmaceutical standards.

SUMMARY AND CONCLUSION
Homeopathy in Australia delivers a high standard of health provision in the area of
Complementary Medicine. For more than a decade homeopathic practitioner education
has been taught at a level, accepted and approved by the Australian Government National
Competency Standards 1999 (plus amendments) (AHA 2008). This high standard of
education along with mandatory ‘continuing professional education’(CPE) at 20 hours per
year and in conjunction with practitioner access to the pooled global assessment of clinical
trials through mandatory CPE leads to a level of competency in practice that benefits both
practitioners and patients. The Health Technology Assessment report on effectiveness,
cost‐effectiveness and appropriateness of homeopathy compiled on behalf of the Swiss
Federal Office for Public Health (Swiss report) critically examined effectiveness, safety and
cost effectiveness and concluded that it should be included health system.
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2.0 Homeopathy Evidence Tables
Table 2.1 Clinical Efficacy Meta‐Analyses and Systematic Reviews
Citation
Kleijnen, J, Knipschild, P & Riet, G 1991 ‘Clinical trials of
homoeopathy.’ British Medical Journal, vol. 302, pp. 316‐
323.

Study numbers
105 studies with
interpretable results.
Meta‐analysis based on
validated criteria

Outcomes
77% (81) of studies show positive result of homeopathy ‐ regarding quality of trials, results
are most favourable for homeopathy ‐ ‘there is valid argument for further evaluation of
homeopathy’
Received the highest quality rating for randomization, binding, sample size and other
methodological criteria

Boissel, JP, Cucherat M, Haugh, M & Gauthier, E 1996, ‘
Critical literature review on the effectiveness of
homoeopathy: overview of data from homoeopathic
medicine trials. In: Homoeopathy Medicine Research Group:
report to the European Commission Directorate General XII:
science, research and development.’ Brussels.

15 studies. Inclusion
only of highest quality
studies.

Combined p‐values for the 15 studies is significant (p=0.0002) ‐Little evidence for non‐
published negative results. ‐’it is evident that homeopathy is more efficient than placebo’

Linde, K, Clausius, N, Ramirez, G, Melchart, D, Eitel, F,
Hedges, LV & Jonas, WB 1997, ‘Are the clinical effects of
homoeopathy placebo effects? A meta‐analysis of placebo‐
controlled trials.’ The Lancet, vol. 350, pp. 834‐843.

186 placebo controlled
studies from which data
for analysis of 89
studies extracted.

Odds ratio combined 2.45 (95% CI, 2.05‐2.93) in favour of homeopathy ‐Odds ratio for the
best 26 studies was 1.66 ‐’it is not possible that the clinical effects of homeopathy are due
completely to placebo

Linde, K & Melchart, D 1998, ‘Randomized controlled trials
of individualized homeopathy: a state‐of‐the‐art review.’
Journal of alternative and complementary medicine, vol. 4,
pp. 371‐388.

32 studies; inclusion
only of individualized
homeopathy

Individualized homeopathy is more efficient than placebo: value of combined coefficient =
1.62 (95% CI, 1.17‐2.23) ‐Further research is justified

Cucherat, M, Haugh, MC, Gooch, M & Boissel, JP 2000,
‘Evidence of clinical efficacy of homeopathy – A meta‐
analysis of clinical trials.’ European Journal of Clinical
Pharmacology, vol. 56, pp. 27‐33.

16 trials, representing
17 comparisons to
placebo (based on
Boissel et al.)

Several studies have positive results; more trials with positive results than expected by
chance alone ‐Publication bias is unlikely ‐More clinical trials are needed

Shang, A, Huwiler‐Muntener, K & Nartey, L et al. 2005, ‘Are
the clinical effects of homoeopathy placebo effects?
Comparative study of placebo‐controlled trials of
homoeopathy and allopathy.’ Lancet, vol. 366, pp. 726‐732.

110 trials included, but
conclusions taken from
a few post hoc selected
studies (n=8, 7%)

Quality of studies is on average better than studies with conventional remedies ‐The
authors conclusion is based on an amalgamation of biases (selection, post hoc criteria and
heterogeneity)
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Jacobs, J, Jonas, WB, Jimenez‐Perez, M, Crothers & D,
Pediatric 2003, ‘Homeopathy for childhood diarrhea:
combined results and metaanalysis from three randomized,
controlled clinical trials.’ Pediatr Infect Dis J, vol. 22, pp. 229‐
34.

Three double blind
clinical trials of
diarrhoea in 242
children ages 6 months
to 5 years
were analysed as 1
group.

Combined analysis shows a duration of diarrhoea of 3.3 days in the homeopathy group
compared with 4.1 in the placebo group (P 0.008). The meta‐analysis shows a consistent
effect‐size difference of 0.66 day (P 0.008).
The results from these studies confirm that individualized homeopathic treatment
decreases the duration of acute childhood diarrhoea and suggest that larger sample sizes
be used in future homeopathic research to ensure adequate statistical power.
Homeopathy should be considered for use as an adjunct to oral rehydration for this
illness.
Taking internal and external validity criteria into account, effectiveness of homeopathy
can be supported by clinical evidence and professional and adequate application be
regarded as safe and cost effective

Bornhöft, G, Wolf, U, Ammon, K, von Ammon, K, Righhetti,
M, Maxion‐bergemann, S, Baumgartner, S, Thurneysen, A &
Matthiessen, PF 2006, ‘Effectiveness, safety and cost‐
effectiveness of homeopathy in general practice –
summarized health technology assessment.’ Forschende
Komplementärmedizin, vol. 13, suppl. 2a, pp. 19‐29.

review of 22 systematic
review look at safety
and cost effectiveness

Raak, C, Bussing A, Gassmann G, Boehm, K & Ostermann, T
2012, ‘A systematic review and meta‐analysis on the use of
Hypericum perforatum (St Johns Wort) for pain conditions
in dental practice.’ Homeopathy, vol. 101, pp. 204‐210.

Meta‐analysis of
Homeopathic
Hypericum for pain in
dental procedures.

4 RCT studies were included out of a total of 21 relevant studies. The results were
inconclusive and further studies are recommended.

Mathie, R, Hacke, D & Clausen, J 2012, ‘Randomised
controlled trials of veterinary homeopathy: Characterising
the peer‐reviewed research literature for systematic
review.’ Homeopathy, vol. 101, pp. 196‐203.

Systematic review of
research evidence in
veterinary
homeopathy.

38 files were accepted for further analysis out of a potential 150 records were located
Further analysis will focus mainly on the qualitative appraisal of internal validity and
outcome measures.
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Table 2.2 Clinical Efficacy Randomised Controlled Trials

Citation

Participants

Treatment/study

Aabel S, Laerum E, Dølvik S, Djupesland P
(2000). British Homeopathic Journal; 89:161–
168.
Aabel, S, Laerum, E, Dùlvik, S, & Djupesland,
P 2000, ‘Is homeopathic `immunotherapy'
effective? A double‐blind, placebo‐controlled
trial with the isopathic remedy Betula 30c for
patients withbirch pollen allergy’ British
Homeopathic Journal, vol. 89, pp. 161‐168.

32

Is homeopathic
'immunotherapy'
effective? A double‐blind,
placebo‐controlled trial
with the isopathic remedy
Betula 30c for patients
with birch pollen allergy

With a statistical power of 70% for a defined clinically interesting
difference (25%), the present results indicate that treatment with
Betula 30c during the pollen season deserves further attention.

Adler, UC, Paiva, NMP, Cesar, AT, Adler, MS,
Molina, A, Padula, AE & Calil, HM 2005,
‘Homeopathic individualized Q‐potencies
versus fluoxetine for moderate to severe
depression.’ Complementary and alternative
medicine, vol. 81, pp. 1‐7.

48

This study illustrates the feasibility of randomized controlled double‐
blind trials of homeopathy in depression and indicates the non‐
inferiority of individualized homeopathic Q‐potencies as compared to
fluoxetine in acute treatment of outpatients with moderate to severe
depression.

Balzarini, A, Felisi, E, Martini, A & De Conno,
F 2000, ‘Efficacy of homeopathic treatment
of skin reactions during radiotherapy for
breast cancer.’ British Homeopathic Journal,
vol. 89, no. 1, pp. 8‐12.

61

Bell, IR, Lewis, DA, Brooks, AJ, Schwartz, GE,
Lewis, SE, Walsch, BT & Baidwin, CM 2004,
‘Improved clinical status in fibromyalgia
patients treated with individualized
homeopathic remedies versus placebo.’
Rheumatology, vol. 43, pp. 577‐582.

62

Homeopathic
individualized Q‐potencies
versus fluoxetine for
moderate to severe
depression. A prospective,
randomized, double‐blind,
double‐dummy trial, with
fluoxetine as active control
Efficacy of homeopathic
treatment of skin reactions
during radiotherapy for
breast cancer. A
randomized, double‐blind
clinical trial. A randomized,
double‐blind clinical trial.
Fibromyalgia
A double‐blind, parallel
group design of randomly
assigned active
versus placebo
individualized, pragmatic
homeopathic treatment
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Outcome

Our observations on the response to Belladonna 7cH and X‐ray 15cH
in the treatment of acute radiodermatitis indicate that the best
therapeutic ef®cacy is noted when hyperaemia is more striking and
oedema is less severe.

Improved clinical status in fibromyalgia patients treated with
individualized homeopathic remedies versus placebo. Rheumatology;
43:577–582.
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Bell, IR, Howerter, A, Jackson, N, Aickin, M,
Baldwin, CM & Bootzin, RR 2011, ‘Effects of
homeopathic medicines on
polysomnographic sleep of young adults with
histories of coffee‐related insomnia.’ Sleep
Medicine, vol. 12, pp. 505‐511.

54

Bergmann, J, Luft, B, Boehmann, S,
Runnebaum, B & Gerhard, I 2000, ‘The
efficacy of the complex medication Phyto‐
Hypophyson L in female, hormone‐related
sterility. A randomized, placebo‐controlled
clinical double‐blind study’ Forsch
Komplementärmed Klass Naturheilkd, vol. 7,
pp. 190‐199.

67

Bernstein, JA, Davis, BP, Picard, JK, Cooper,
JP, Zheng S & Levin, LS 2011, ‘A randomized,
double‐blind, parallel trial comparing
capsaicin nasal spray with placebo in subjects
with a significant component of nonallergic
rhinitis.’ Annals of Allergy, Asthma and
Immunology, vol. 107 pp. 171‐178.

20

Bernstein, S, Donsky, H, Gulliver, W,
Hamilton, D, Nobel, S & Norman, R 2006,
‘Treatment of mild to moderate psoriasis
with Reliéva, a Mahonia aquifolium extract.’
American Journal of Therapeutics, vol. 13,
pp. 121‐126.

100

was implemented.
A double‐blind, parallel
group design of randomly
assigned active
versus placebo
individualized, pragmatic
homeopathic treatment
was implemented
Effects of homeopathic
medicines on
polysomnographic sleep of
young adults with histories
of coffee‐related insomnia.
Single and double blind
placebo controlled trial
The efficacy of the complex
medication Phyto‐
Hypophyson L in female,
hormone‐related sterility.
A randomized, placebo‐
controlled clinical double‐
blind study.
(2 sets of comparisons: one
positive; one non‐
conclusive)
Comparing capsaicin nasal
spray with placebo in
subjects with a significant
component of non‐allergic
rhinitis. A randomized,
double‐blind, parallel trial

Treatment of mild to
moderate psoriasis with
Reliéva, a Mahonia
aquifolium extract. A
double‐blind, placebo‐
controlled study
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Verum remedies showed considerable improvement in total sleep
time as well as awakening

In women with sterility and oligomenorrhea, a treatment with Phyto
Hypophyson L can be recommended over a period of 3‐6 months.

This is the first controlled trial demonstrating intranasal capsaicin,
when used continuously over 2 weeks, rapidly and safely improves
symptoms in rhinitis subjects with a significant NAR component

Study demonstrated that Relieva topical cream is a safe and effective
treatment for mild to moderate plaque psoriasis. This was
demonstrated by the statistically significant improvement of the
signs and symptoms of mild to moderate plaque psoriasis compared
with patients receiving placebo.

2.0 Homeopathy Evidence Tables
Bornhöft, G, Wolf, U, Ammon, K, von
Ammon, K, Righhetti, M, Maxion‐bergemann,
S, Baumgartner S, Thurneysen A &
Matthiessen PF 2006a, ‘Effectiveness, safety
and cost‐effectiveness of homeopathy in
general practice – summarized health
technology assessment.’ Forschende
Komplementärmedizin, vol. 13, Suppl. 2, pp.
19‐29.

22 reviews

Effectiveness, safety and
cost‐effectiveness of
homeopathy in general
practice Systematic review

Taking internal and external validity
criteria into account, effectiveness of homeopathy can be supported
by clinical evidence and professional and adequate application
be regarded as safe and cost effective

Brinkhaus, B, Wilkens, JM, Lüdtke, R, Hunger,
J, Witt, CM & Willich, SN 2006, ‘Homeopathic
arnica therapy in patients receiving knee
surgery: Results of three randomised
doubled‐blind trials’ Complementary
Therapies in Medicine, vol. 14, pp. 237‐246.

117

Our findings show that homeopathic arnica was more effective in
reducing postoperative swelling than placebo in reconstruction
whereas there were no significant differences between either
intervention in arthroscopy and implant.

Brooks, AJ, Bell, IR, Howerter, A, Jackson, N &
Aickin, M 2010, ‘Effects of homeopathic
medicines on mood of adults with histories
of coffee‐related insomnia.’ Forsch
Komplementmed , vol. 17, pp. 250‐257.

59

Brydak LB, Denys A (1999). 1993/94.
International Review of Allergology and
Clinical Immunology; 5:223–227.

124

Cavalcanti, AM, Rocha, LM, Carillo, R Jr, Lima,
LU & Lugon, JR 2003, 'Effects of homeopathic
treatment on pruitus of haemodialysis: a
randomised placebo‐controlled double‐blind
trial' Homeopathy, vol. 92, pp. 177‐181.

11

Homeopathic arnica
therapy in patients
receiving knee surgery. 3
randomised double‐blind
trials.
(3 sets of comparisons: one
positive; two non‐
conclusive)
Effects of homeopathic
medicines on mood of
adults with histories of
coffee‐related insomnia.
Single blinded, placebo
controlled trial
The evaluation of humoral
response and the clinical
evaluation of a risk‐group
patients’ state of health
after administration of the
homeopathic preparation
Gripp‐Heel during the
influenza epidemic season.
Randomised, placebo
controlled trial.
Effects of homeopathic
treatment on pruritus of
haemodialysis patients. A
randomized placebo‐
controlled double‐blind
trial
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The remedies produced differential effects on anger and overall
mood, with improved mood following CC administration. A similar
trend for depression was observed. Anxiety sensitive subjects
experienced less tension following CC, whereas hostile subjects
receiving CC became tenser.
Significantly reduces susceptibility to influenza in the elderly.

Researchers found that homeopathic treatment reduced pruritus by
49%

2.0 Homeopathy Evidence Tables
Chapman, EH, Weintraub, RJ, Milburn, MA,
Pirozzi, TO & Woo, E 1999, Homeopathic
Treatment of Mild Traumatic Brain Injury: A
Randomized, Double‐Blind, Placebo‐
Controlled Clinical Trial Journal of Head
Trauma Rehabilitation, vol. 14, pp. 521‐542.

60

Chaturbhuja, N, Singhe, V, Singhe, VP,
Oberai, P, Roja V, Shitanshu, SS, Ramteke, S,
Kaushik S, Sarkar S, Madal NR, Mohanan PG,
Biswas S, Singh JR, Mathew G 2012,
‘Homeopathy in chronic sinusitis: A
prospective multi‐centric observational
study.’ Homeopathy, vol. 101, pp. 84‐91.

550

Eizayaga, JE, Eizayaga, JI 2012, ‘Prospective
observational study of 42 patients with
atopic dermatitis treated with homeopathic
medicine.’ Homeopathy, vol. 101, pp. 21‐27.

42

Ferley, JP, Zmirou, D, D’Adhemar D &
Balducci, F 1989, ‘A controlled evaluation of
a homeopathic preparation in the treatment
of influenza‐like syndromes.’ British journal
of clinical pharmacology vol. 27, pp. 329‐335.

237

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 vol. 127, pp. 936‐941.

25

Frass, M, Linkesch, M, Banyai, S, Resch, G,
Dielacher, C, Lobl, T, Endler, C, Haidvogl M,
Muchitsch I & Schuster, E 2005, ‘Adjunctive
homeopathic treatment in patients with
severe sepsis: A Randomized Placebo

35

The clinical
effectiveness of
homeopathic medicine in
the treatment of persistent
Mild Trauma Brain Injury.
A randomized, double‐
blind, placebo‐controlled
clinical trial.
to ascertain the
therapeutic usefulness of
homeopathic medicine in
the management of
chronic sinusitis (CS).
Prospective observational
study

This study suggests that homeopathy may have a role in treating
persistent MTBI. Our findings require large‐scale, independent
replication.

Evaluate effectiveness of
homeopathic treatment in
atopic dermatitis(AD).
Prospective observational
study
A controlled evaluation of
a homoeopathic
preparation in the
treatment of influenza like
syndromes. Randomised,
placebo controlled trial
Influence of potassium
dichromate on tracheal
secretions in critically ill
patients. planned
prospectively,
randomized, placebo
controlled, and double
blind
Adjunctive homeopathic
treatment in patients with
severe sepsis. A
randomized, double‐blind,
placebo‐controlled trial in

Homeopathy demonstrates to be an effective treatment in atopic
dermatitis
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Homeopathic treatment may be effective for CS patients. Controlled
trials are required for further validation.

The proportion of cases who recovered within 48 h of treatment was
greater among the active drug group than among the placebo group
(17.1% against 10.3%)

Patients in ICU using homeopathy produced less tracheal secretions
than those on placebo and less time intubated and less time in
hospital.

On review of signs of sepsis, organ failure, need for ventilation and
other parameters showed76% of patients in homeopathic group met
survival criteria versus 50% on placebo.

2.0 Homeopathy Evidence Tables
Controlled Trial in an Intensive Care Unit.’
Homeopathy, vol. 94, pp. 75‐80.

an intensive care unit.

Frei, H, Everts, R, von Ammon, K, Kaufmann,
F, Walther, D, Hsu‐Schmitz, SF, Collenberg,
M, Fuhrer, K, Hassink, R, Steinlin, M &
Thurneysen, A 2005, 'Homeopathic
treatment of children with attention deficit
hyperactivity disorder: a randomised, double
blind, placebo controlled crossover trial'
European Journal of Pediatrics, vol. 164, pp.
758‐767.

58

Homeopathic treatment of
children with attention
deficit hyperactivity
disorder: a randomized,
double blind, placebo
controlled crossover trial.
.REPLICATED TRIAL

Using Connor’s Global Index it was determined that 63 children in the
homeopathic group responded to treatment.
The trial suggests scientific evidence of the effectiveness of
homeopathy in the treatment of attention deficit hyperactivity
disorder, particularly in the areas of behavioural and cognitive
functions.

Gerhard, I, Pateck, A, Monga, B, Blank, A &
Gorkow, C 1998, ‘Mastodynon for female
infertility.’ Forschende
Komplementärmedizin, vol. 5, pp. 272‐278.

96

In women with sterility due to secondary amenorrhoea and luteal
insufficiency, a treatment with Mastodynon can be recommended
over a period of 3 to 6 months.

Heusser, P, Berger, S, Stutz M, Hüsler, A,
Haeberli, A & Wolf, U 2009, ‘Efficacy of
homeopathically potentized antimony on
blood coagulation.’ Forschende
Komplementärmedizin vol. 16, pp. 14‐18.

30

Mastodynon for female
infertility. Prospective,
randomised, placebo
controlled clinical double‐
blind study.
Efficacy of homeopathically
potentized antimony on
blood coagulation. A
randomized placebo
controlled crossover trial.

Issing, W, Klein, P & Weiser, M. 2005, ‘The
homeopathic preparation Vertigoheel versus
Ginkgo biloba in the treatment of vertigo in
an elderly population.’ Journal of Alternative
and Complementary Medicine, vol. 11, pp.
155‐160.

83

Jacobs, J, Jimenez, LM, Gloyds, SS, Carares,
FE, Gale, JL & Crothers, D 1993,
‘Homeopathic treatment of acute childhood
diarrhoea.’ British Homeopathic Journal, vol.
82, pp. 83‐86.

16

The homeopathic
preparation Vertigoheel
versus Ginkgo biloba in the
treatment of vertigo in an
elderly population: A
double‐blinded,
randomized, controlled
clinical trial parallel group
study
Treatment of acute
childhood diarrhoea with
homeopathic medicine. A
randomized clinical trial in
Nicaragua
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This study adds evidence to the hypothesis that homeopathically
potentized antimony may be efficacious in vivo.

Vertigoheel is an appealing alternative to established G. biloba
therapy for atherosclerosis‐related vertigo.

Individually prescribed
Homeopathic medicine was found to be superior.

2.0 Homeopathy Evidence Tables
Jacobs, J, Jimenez, LM, Malthouse, S,
Chapman, E, Crothers, D, Masuk, M & Jonas,
WB (2000). Journal of Alternative and
Complementary Medicine, vol. 6, pp. 131–
139.

116

Karow, J‐H, Abt, H‐P, Fröhling & M,
Ackermann, H 2008, ‘Efficacy of Arnica
montana D4 for healing of wounds after
Hallux valgus surgery com.’ Journal of
Alternative and Complementary Medicine,
vol. 14, pp. 17‐25.

44

Kim, LS, Riedlinger, JE, Baldwin, CM, Hilli, L,
Khalsa, SV, Messer, SA, & Waters RF 2005,
‘Treatment of seasonal allergic rhinitis using
homeopathic preparation of common
allergens in the southwest region of the US:.’
Annals of Pharmacotherapy, vol. 39, pp. 617‐
624.

40

Klopp, R, Neimer, W & Weiser, M
2005,’Microcirculationry effects of a
homeopathic preparation in patients with
mild vertigo: an intravital microscopic study.’
Microvascular research, vol. 69, pp. 10‐16.

16

Kundu, T, Shaikh A, Kutty, A, Nalvade, A,
Kulkarni, S, Kulkarni, R & Ghosh, K 2012,
‘Homeopathic medicines substantially reduce
the need for clotting factors concentrates in
haemophilia patients: results of a blinded
placebo controlled cross over trial.’
Homeopathy, vol. 101, pp. 38‐43.

28

Mazzocchi, A & Montanaro, F 2012,
‘Observational study of the use of
Symphytum in the management of pain and
swelling after dental implant surgery.’

60

Homeopathic treatment of
acute childhood diarrhoea:
results from a clinical trial
in Nepal. Individualised
homeopathic treatment or
placebo.
Replicated
Efficacy of Arnica montana
D4 for healing of wounds
after Hallux valgus surgery
compared to diclofenac.
Randomized double‐
blinded, parallel‐group
study
Investigate seasonal
allergic rhinitis using
homeopathic preparation
of common allergens in the
southwest region of the
US: A randomized,
controlled clinical trial.

After foot operations, Arnica D4 can be used instead of diclofenac to
reduce wound irritation

Preliminary findings indicate potential benefits of homeopathic
intervention in reducing symptoms and improving quality of life in
patients

Homeopathic complex to
assess the effect of
cerebral microcirculation in
patients with vestibular
vertigo. Non randomised,
placebo control
Looking at an intervention
that could reduce the need
for clotting factors in
haemophilia. Single‐
blinded placebo controlled
cross over trial

Significant changes in subcutaneous microcirculation
And improvement in severity of symptoms

To examine the analgesic
and anti‐inflammatory
properties of Hypericum
perforatum homeopathic

Adding symphytum to conventional analgesia may reduce pain after
minor dental surgery
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Individualized homeopathic medicine may have an important
supportive role in the management of PWH when blood product may
not be available
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Homeopathy, vol. 101. pp. 211‐216.
Naudé, DF, Couchman, IMS & Maharaj, A,
2010 ‘Chronic Primary insomnia:Efficacy of
homeopathic simillimum.’ Homeopathy, vol.
99, pp.63‐68.

30
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Singer, SR, Grisaru, S, Shashar D & Samueloff,
A 2005, ‘The effect of the homeopathic
remedies Arnica and Bellis perennis on mild
postpartum bleeding‐A randomized, double‐
blind,.’ Complementary Therapies in
Medicine vol. 13, pp. 87‐90.
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‘A trial of the homeopathic medication
Traumeel S in the treatment of
chemotherapy‐induced stomatitis in children
undergoing stem .’ Cancer, vol. 92, pp. 684‐
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‘Oscillococcinum.’ British Homeopathic
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for homeopathy reproducible? Lancet pp.
1601‐1606.
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(202 pooled)

St John’s Wort.
Observational study
Investigate chronic primary
insomnia: efficacy of
homeopathic simillimum.
RCT placebo controlled
The effect of the
homeopathic remedies
Arnica and Bellis perennis
on mild postpartum
bleeding. A randomized,
double‐blind, placebo‐
controlled study –
preliminary results
A trial of the homeopathic
medication Traumeel S in
the treatment of
chemotherapy‐induced
stomatitis in children
undergoing stem cell
transplantation.
A randomized, controlled
clinical trial. A randomized,
controlled clinical trial.
Oscillococcinum, a
registered tradename of
proprietary medicine used
in patients with influenza‐
like syndromes.
a prospective placebo‐
controlled double‐blind
evaluation.
Is evidence for
homeopathy reproducible?
The third of three studies
using homeopathic
immunotherapy. A
randomised, double blind
assessment of two parallel
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Homeopathic simillimum treatment was significantly superior to
placebo in the treatment of chronic primary insomnia
in a randomised, double‐blind, placebo‐controlled study as measured
by a SD and SII
Treatment with homeopathic Arnica montana and Bellis perennis
may
reduce postpartum blood loss, as compared with placebo.

This study indicates that TRAUMEEL S may reduce significantly the
severity and duration of chemotherapy‐induced stomatitis in children
undergoing bone marrow transplantation.

confirms the curative effect
of Oscillococcinum

The study reproduced results from two previous similar trials
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Is homeopathy a placebo
response? Controlled trial
of homeopathic potency,
with pollen in hay fever as
model.
Healthcare provided by a
homeopath as an adjunct
to usual care for
fibromyalgia (FMS): pilot
randomised controlled trial
a pragmatic parallel group
RCT design
Homeopathic Arnica
montana for post‐
tonsillectomy analgesia. A
randomised placebo
control trial.
Research looking at the
socio‐demographic and the
long term outcome of
children suffering from
atopic eczema.
Longitudinal observational
study over 8 years
Effects of homoeopathic
dilutions of china rubra o
intradialytic
symptomatology in
patients treated with
chronic haemodialysis.
Random , double‐blind,
placebo‐controlled cross
over trial.
To compare the efficacy of
homeopathy and
conventional medicine in
acute otitis media(AOM).
A randomized placebo
controlled pilot study
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Those in the homeopathic group had a greater improvement than
the placebo group.

There were significantly greater reductions in the homeopath care
group in the McGill pain score, FIQ fatigue and tiredness upon waking
scores. There was found a small effect on pain score (0.21, 95%
CI_1.42 to 1.84); but a large effect on function (0.81, 95% CI _8.17 to
9.79).

The results of this trial suggest that Arnica montana given after
tonsillectomy
provides a small, but statistically significant, decrease in pain scores
compared to placebo.
Positive therapeutic effect of homeopathy on atopic eczema.

Result suggest that the homeopathic drug China rubra
Reduces the development of asthenia and lethargy in syndrome due
to intradialytic
Hypotension in haermodialized patients

Individualized homeopathy is an effective conventional treatment
with no significant difference between the two groups.

2.0 Homeopathy Evidence Tables
Smith, SA, Baker, AE & Williams, JH 2002,
‘Effective Treatmentof Serborrheic
Dermatitis Using a Low Dose, Oral
Homeopathic Medication Consisting of
Potassium Bromide, Sodium Bromide, Nickel
Sulfate, and Sodium Chloride in a Double
Blind, Placebo‐Controlled Study.’ Alternative
Medicine Review, vol. 7, pp. 59‐67.

41

Effective treatment of
seborrheic dermatitis using
a low dose, oral
homeopathic medication
consisting of potassium
bromide, sodium bromide,
nickel sulfate, and sodium
chloride. V

Oral therapy using homeopathic preparation combining Potassium
bromide 1x, Sodium bromide 2x, Nickel sulphate 3x and Sodium
chloride 6x provides significant improvement in seborrheic dermatitis
and dandruff after 10 weeks of dosing.

Stam, C, Bonnet, MS & van Haselen, RA 2001,
‘The efficacy and safety of a homeopathic gel
in the treatment of acute low back pain: a
multicentre, randomised, double‐blind
comparative clinical trial.’ British
Homeopathic Journal vol. 90, pp. 21‐28.

161

Spiroˉor SRL1 gel and Cremor
Capsici Compositus FNA are equally effective in the treatment of
acute low back pain, however, Spiro or SRL1 gel is better tolerated.
Therefore it appears that
Spiro or SRL1 gel and comparable products are preferable to
Capsicum‐based products for the topical treatment of low back pain,
due to the lower chance of adverse effects.

Steinsbekk, A, Fønnebø, V, Lewith, G &
Bentzen, N 2005, ‘Homeopathic care for the
prevention of upper respiratory tract
infections in children: A pragmatic,
randomised, controlled trial comparing
individualised homeopathic care and waiting‐
lists controls.’ Complementary therapies in
Medicine, vol. 13, pp. 231‐238

82

Taylor, JA & Jacobs, J 2011, ‘Homeopathic
ear drops as an adjunct to standard therapy
in children with acute otitis media.’
Homeopathy, vol. 109‐115.

59

Taylor, MA, Reilly, D, Llewellyn‐Jones, RH,
McSharry, C & Aitchison, TC 2000,

24

The efficacy and safety of a
homeopathic gel in the
treatment of acute low
back pain
Using either a
homeopathic gel (SRL or
spero) or commercial gel
Cremor Capsici
Compositus. A multi‐
centre, randomized,
double‐blind comparative
clinical trial.
Homeopathic care for the
prevention of upper
respiratory tract infections
in children.
A pragmatic, randomized,
controlled trial comparing
randomized homeopathic
care and waiting‐list
controls.
Homeopathic ear drops as
an adjunct to standard
therapy in children with
acute otitis media (AOM).
A randomized, double‐
blind, placebo‐controlled
clinical trial.
Homoeopathy versus
placebo in perennial
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Child patients receiving homeopathic care experienced fewer days
with URTI and fewer symptoms from the URTI, indicating that the
whole package of individualised homeopathic care is beneficial in the
prevention and treatment of URTI in children.

The study showed symptoms in the homeopathic group resolved
faster and overall the drops were moderately effective it treating
AOM and should be used as an adjunct to standard therapy

The homoeopathy group had a significant objective improvement in
nasal airflow compared with the placebo group

2.0 Homeopathy Evidence Tables
allergic rhinitis.
Randomised, double blind,
placebo
controlled, parallel group,
multicentre study.

‘Randomised Controlled of Trial of
Homoeopathy Versus Placebo in Perennial
Allergic Rhinitis.’ British medical Journal, vol.
321, pp. 19‐23.

Totonchi, A & Guyuron, B 2006,
‘Randomized, Controlled Comparison
between Arnica and Steroids in the
management of postrhinoplasty ecchymosis.’
Cosmetic, vol. 120 pp. 271‐274.

48

Comparison between
Arnica and steroid in post
rhinoplasty ecchymosis.
Randomised controlled
comparison

Arnica and steroids both reduce swelling however the steroid use
may have delayed reduction in bruising but little change in swelling.

Tveiten, D, Bruseth S, Borchgrevink, CF &
Norseth, J 2003, ‘Effect of Arnica D30 in
marathon runners. Pooled results from two
double‐blind placebo controlled studies.’
Homeopathy, vol. 92, pp. 187‐189.

82

Results showed Arnica D30 has a positive effect on muscle soreness
after marathon running but not on cell damage

Weatherley‐Jones, E, Nicholl, JP, Thomas, KJ,
Parry, GJ, McKendrick, MW, Green, ST,
Stanley, PJ & Lynch, SP 2004, Journal of
Psychosomatic Research, vol. 56 pp. 189‐197.

47

Effects of the
homoeopathic remedy
Arnica D30 on marathon
runners. Pooled results of a
randomized, double‐blind
study during the 1990 and
1995 Oslo Marathon.
A trial of the efficacy of
homeopathic treatment for
chronic fatigue syndrome.
A randomized, controlled,
triple‐blind trial

Weiser M, Gegenheimer LH, Klein P (1999).
Forschende Komplementärmedizin und
Klassische Naturheilkunde, 6:142–148.

146

Weiser, M, Gegenheimer, LH & Klein, P 1999,
‘Comparison the efficacy and safety of Luffa
comp.‐Heel nasal spray with cromolyn
sodium spray in the treatment of seasonal
allergic rhinitis.’ Forschende
Komplementärmedizin und Klassische
Naturheilkunde, vol. 6, pp. 142‐148.

53

Comparison the efficacy
and safety of Luffa comp.‐
Heel nasal spray with
cromolyn sodium spray in
the treatment of seasonal
allergic rhinitis. A
randomized equivalence
trial.
Homeopathic vs.
conventional treatment of
vertigo. a randomized
double‐blind controlled
clinical study
15 centres
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There is weak but equivocal evidence that the effects of
homeopathic medicine are superior to placebo.

Nearly complete remission of hay fever symptoms

Therapeutic equivalence between remedy and beta‐histine could be
shown with statistical significance

2.0 Homeopathy Evidence Tables
Wiesenauer, M & Lüdtke, R 1996 ‘Mahonia
aquifolium in patients with Psoriasis
vulgaris.’ Phytomedicine, vol. 3. pp. 231‐235.

82

Yakir, M, Kreitler, S, Brzezinski, A, Vithoulkas,
G, Oberbaum, M & Bentwich, Z 2001,
‘Effects of homeopathic treatment in women
with premenstrual syndrome.’ vol. 90, pp.
148–153.

19

Mahonia aquifolium in
patients with Psoriasis
vulgaris. An intra‐
individual study.
Effects of homeopathic
treatment in women with
premenstrual syndrome.
pilot study, double blinded
placebo controlled trial
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Superior to placebo

A significant improvement beyond placebo effect. 75% of
participants had >50% improvement

2.0 Homeopathy Evidence Tables
Table 2.3 Cost Effectiveness Studies
Citation
Becker‐Witt, C, Keil T, Roll, S, Mencke D,
Vance, W & Wegscheider, K et al. 2003,
‘Effectiveness and costs of Homeopathy
compared to conventional medicine: a
prospective multicenter cohort study.
Proceedings of Bridging the Credibility
Gap. Conference Report Apr; London,
United Kingdom. London’ The London
Homoeopathic Hospital. pp. 57‐60.

Test group
Homeopathy;
patients could opt for
concomitant
conventional
therapy. 493
participants.
Patients could opt for
conventional therapy

Study Design
Prospective,
comparative
cohort.

Outcome
Patients seeking homeopathic treatment had a better
outcome overall compared to patients on conventional
treatment

Chaufferin, G 2000, ‘Improving the
evaluation of homeopathy: economic
considerations and impact on health’ Br
Homeopath J, vol. 89, Sup. 1, pp. S27‐30.

Homeopathy

Compilation of
nationally
available data
(secondary
sources)

Homeopathic medication prices per unit lower than allopathic (number
of prescriptions unknown, though). Fewer reimbursements for
homeopathic doctors, only 1% of reimbursement of French national
health insurance system

Frei, H & Thurneysen, A 2001,
‘Homeopathy in acute otitis media in
children: treatment effect or
spontaneous resolution?’ Br Homeopath
J, vol.90, no. 4, pp. 180‐182.

Homeopathy
230 participants

Prospective,
uncontrolled
interventional

72% resolved within 12 hours, 28% were given antibiotics.
Conventional treatment was 14% more expensive (109 SFR vs. 94,6 SFR)

Frenkel, M & Hermoni, D 2002, ‘ Effects
of homeopathic intervention on
medication consumption in atopic and
allergic disorders’ Altern Ther Health
Med, vol. 8, no. 1, pp. 76‐79.

Homeopathy
48 participants

Prospective,
uncontrolled
interventional

Before intervention on average 3.1 different conventional drugs/patient
after 1.6 (p=0.001). Before intervention 31 used
conventional drugs (costs on
average $40) after intervention 35 (costs on average $16).

Güthlin et al (2001)
Different chronic conditions

Homeopathy
750 participants

Prospective,
uncontrolled
interventional

Significant changes in quality of life, less sick leave.
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2.0 Homeopathy Evidence Tables
Van Haselen, RA, Graves, N & Dahiha, S
1999, ‘ The costs of treating rheumatoid
arthritis patients with complementary
medicine: exploring the issue’
Complement Ther Med, vol. 7, no. 4 pp.
217‐21.

Homeopathy 89
participants out of a
random sample of
427

retrospective

32% reduced conventional drugs. Total costs for 89 patients was 7,129
GBP (including medication, staff time and diagnostic
procedures – 29% of costs for consultation, 22% for conventional drugs )

Jain, A 2003, ‘Does homeopathy reduce
the cost of conventional drug
prescribing? A study of comparative
prescribing costs in general practice’
Homeopathy, vol. 92, no. 2, pp. 71‐76.

Homeopathy
109 participants

Prospective
uncontrolled
observational

Savings by homeopathic
treatment calculated by deducting costs for
homeopathic medication from conventional medication (hypothetical)
for same diagnosis and same duration amounted to £60.40

Rossi, E, Crudeli, L, Endrizzi, C &
Garibaldi, D 2006, ‘Cost‐effectiveness
evaluation of homeopathic vs
conventional therapy in respiratory
diseases’ Proceedings of Improving the
Success of Homeopathy, Jan pp. 26‐27;
London: United Kingdom. London: The
London Homoeopathic Hospital.

Homeopathy
99 participants

Retrospective
observational

Reduction in use of conventional remedies, 40% costs saved

Schafer, T, Riehle, A, Wichmann, HE &
Ring, J 2002, ‘Alternative medicine in
allergies: prevalence, patterns of use,
and costs’ Allergy, vol. 57, no. 8, pp. 694‐
700.

homeopathy

Population‐based
nested case control.

26.5% used CAM – patients were significantly younger and better
educated. CAM mostly provided by MDs, average costs for single and
entire treatment of 4 and 205euro. CAM users scored efficacy of
conventional therapy lower than non user (p<0.001)

Sevar, R 2005, ‘Audit of outcome in 455
consecutive patients treated with
homeopathic medicines’ Homeopathy,
vol. 94, pp. 215‐221.

Homeopathy 455
participants

Prospective cohort

Conventional drug saving of £39.90/patient/year

Taïeb, C & Myon, E 2003, ‘Chronic allergic
rhinitis, usefulness of the homeopathic
treatment. International Society of
Pharmacoeconomics & Outcomes
Research. Proceedings of 8th Annual
International Meeting; 2003 May 18‐21;
Arlington, United States’ New Jersey,

Homeopathy 300
participants

Prospective
comparative cohort

At 3 months SF12 score on physical dimension H 51.8; C 47.9 (p<0.05).
Lowering of cost of care for patients from 45.74€ for C to 27€ for H; for
social security system 50% for patients using H.
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2.0 Homeopathy Evidence Tables
International Society for
Pharmacoeconomics and Outcomes
Research, pp. 37‐48.
Trichard, M & Chaufferrin, G 2003 ‘Cost‐
effectiveness study of treatment of
anxiety disorders by homeopathic
general practitioners’ Proceedings of the
Improving the Success of Homeopathy,
London, United Kingdom. London, The
Royal Homoeopathic Hospital, pp. 71‐72.

Homeopathy394
participants

Prospective
comparative cohort

Homeopathy produced equivalent result but less overall costs
reimbursed by national health system

Trichard, M & Chaufferrin, G 2004,
‘Effectiveness, quality of life and cost of
caring for children in France with
recurrent acute rhinopharyngitis
managed by homeopathic or non‐
homeopathic general practitioners’ Dis
Manage Health Outcomes, vol. 12, no.6,
pp. 419‐427.

Homeopathy 499
participants.
Conventional
(antibiotics)

Prospective
comparative cohort

Comparable overall costs, but less sick leave in the homeopathic group

Trichar, M, Lamure, E & Chaufferrin, G
2003, ‘ Study of the practice of
homeopathic general practitioners in
France’. Homeopathy, vol. 92, no. 3, pp.
135‐139.

Homeopathy

Only costs for medication included – average overall cost 6.78€ of which
3.78€ were reimbursed

Van Wassenhoven, M & Ives, G 2004, ‘
An observational study of patients
receiving homeopathic treatment’
Homeopathy, vol. 93, pp. 3‐11.

Homeopathy

Following homeopathic treatment, significant reduction in consultations
to other specialists and generalists; cost of treatment €370 to €287. The
largest cost savings made by the patients with the worst ratings of their
physical condition prior to homeopathic treatment

Witt, C 2008, ‘Effectiveness of
homeopathy, an example of systematic
research in children with atopic eczema’
[CD‐Rom]. Oostende: 63rd Congress of
LMHI; 2008.

Homeopathy
135 participants

Prospective
comparative cohort
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Comparable efficacy, less costs in homeopathic group

